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I.
SUPREME COURT
1
A.
Decided Cases
1
1.
“Clear and Convincing” is the Standard of Proof Required to Show Invalidity: Jury May be Instructed That Prior Art Was Not Considered by the PTO [image: image1.png]
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1
2.
Induced Infringement Under § 271(b) Requires Knowledge That the Induced Acts Constitute Patent Infringement: The Doctrine of Willful Blindness Applies in Suits for Induced Patent Infringement [image: image5.png]
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6
3.
Rights of an Inventor Belong to the Inventor: Bayh-Dole Act Does Not Automatically Vest Title in Federally Funded Inventions in Federal Contractors: Dissent and Concurrence Question Correctness of FilmTec [image: image9.png]
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12
II.
NOVELTY AND LOSS OF RIGHT TO A PATENT — § 102
16
A.
Anticipation
16
1.
Claim Construction
16
a)
“Automatically” Within the Context of a Claim May Not Require the Complete Absence of Human Intervention [image: image12.png]



17
b)
Claim Construction May Include Arguments and Representations Made During Reexamination:  Party Expert’s Conclusory Testimony Cannot Overcome Clear Disclosure in Prior Art [image: image13.png]



19
2.
Anticipation of Species by Prior Disclosure of Genus
24
a)
Prior Art Disclosure of Genus Anticipates Species Where Species Limitation is Not Urged as Being Critical and One of Ordinary Skill in the Art Would Expect Process to Operate the Same Over the Range of the Genus [image: image14.png]-
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24
3.
A Prior Art Reference Must be “Enabling” to Anticipate
26
a)
Evidence That a Prior Art Reference Failed to Disclose Critical Parameter, Coupled With Fact That Other Experts Had Been Unable to Duplicate Results May Lead to Conclusion that Prior Art is Not Enabled [image: image15.png]> o




26
B.
Loss Of Rights — § 102(b)
29
1.
Patented or Described in a Printed Publication
29
a)
Title of Document, “Mobile Data Network Description,” Held Sufficiently Similar to Problem the Patents Purport to Solve – Transmission of Data to Mobile Computers – That Document Was Accessible: Issues Regarding Authenticity, Namely Additional Staple Holes, Different Paper “Batches,” and Headings Different From Text Did Not Show Any Potential Alterations Occurred After Date of Deposit [image: image16.png]
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29
2.
“On Sale”
36
a)
A Device May be the Subject of an Offer for Sale Prior to Its “being ready for patenting,” But There is No Actual Offer for Sale Until After Conception [image: image18.png]
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36
C.
Antedating a Reference
39
1.
Under Rule 131
39
a)
Contrary Testimony by Co-Inventor May Undercut Alleged Evidence of Corroboration [image: image21.png]
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39
D.
Prior Invention - § 102(g)
44
1.
Proof of Prior Invention – Conception, Diligence, Actual Reduction to Practice, Corroboration, § 104 Limitations
44
a)
An Accused Infringer Cannot Obtain the Benefit of the Lower Preponderance of the Evidence Standard of Proof Prevailing in Interference Proceedings Simply by Alleging, as a Defense to Infringement, That the Asserted Patent is Invalid Based on a Co-Pending Patent Unless Common Claimed Subject Matter is First Identified and an Adjudication of Priority is Sought: An E-Mail Ordering Certain Ingredients Does Not Establish Conception Without Further Explanation [image: image23.png]
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44
b)
The Party Asserting Prior Invention Must Prove That It Appreciated What It Had Made: The Prior Inventor Does Not Need to Know Everything About How or Why Its Invention Worked: Nor Must The Prior Inventor Conceive of the Invention Using the Same Words as the Patentee Would Later Use to Claim It [image: image25.png]-
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47
III.
OBVIOUSNESS/NON-OBVIOUSNESS — § 103
50
A.
Appellate Review
50
1.
PTO Review
50
a)
The PTO Carries Its Procedural Burden of Establishing a Prima Facie Case When Its Rejection Satisfies 35 U.S.C. § 132 in Notifying the Applicant By Stating the Reasons for the Rejection, Objection or Requirement, Together With Such Information and References as May be Useful in Judging the Propriety of Continuing Prosecution of the Application [image: image26.png]
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50
B.
The Obviousness/Non-Obviousness Analysis – Post KSR
55
1.
“Range” Cases
55
a)
Ordinarily, Where a Range is Disclosed in the Prior Art, and the Claimed Invention Falls Within That Range, There is a Presumption of Obviousness That May be Rebutted by Showing Either That the Prior Art Taught Away From the Invention, or New and Unexpected Results Relative to the Prior Art [image: image28.png]
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55
2.
Predictable Result
57
a)
Updating a Prior Art System to Use Modern Electronics or the Internet May Be Obvious As a Matter of Law [image: image30.png]
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57
b)
Research Failures May Show Lack of a Reasonable Expectation of Success
62
3.
“Obvious to Try”
65
a)
May Not be “Obvious to Try” If No “Anticipated Success” – Dissent – Only Requires a “Reasonable” Expectation of Success [image: image32.png]



65
4.
Reason or Motivation for Combination
67
a)
Even Accepting That There Was a Design Need and Market Pressure to Develop a Bioequivalent to an Existing Pharmaceutical Formulation, and Even Though the Active Ingredient Was Known, There Was No Evidence That It Would Have Been Obvious to Use Citric Acid as an Absorption Enhancer [image: image33.png]
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67
b)
Lack of Motivation to Combine Reference Teachings Leads to a Finding of Non-Obviousness [image: image36.png]



72
5.
Non-Analogous Art
75
a)
Electronic Games May Constitute Analogous Art to Physical Games: Court Concludes That Because Both Were Concerned With “designing a winnable yet entertaining strategy game” That Was Sufficient to Establish Analogous Art
75
b)
Prior Art Not Reasonably Pertinent to the Particular Problem With Which the Inventor is Involved is Non-Analogous Art [image: image37.png]
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80
C.
The Graham Findings
85
1.
Differences Between the Prior Art and the Claimed Invention
85
a)
Obviousness Found Where Prior Art Discloses All of the Claim Limitations and Art is Predictable
85
b)
Federal Circuit Splits on Whether Alleged Infringer Raised a Substantial Question of Obviousness [image: image39.png]



92
2.
Commercial Success
95
a)
Statements by Defendants That Accused Machine Was “superior” and Had “advanced technology” May Serve to Show Nexus Between Invention and Commercial Success Where Accused Machines Were Alleged Copied From Patented Machine [image: image40.png]
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95
3.
Unexpected Results
99
a)
For Objective Evidence of Secondary Considerations to be Accorded Substantial Weight, Its Proponent Must Establish a Nexus Between the Evidence and the Merits of the Claimed Invention [image: image43.png]



99
IV.
§ 101 – INVENTIONS PATENTABLE
106
A.
Patent-Eligible Subject Matter
106
1.
The Supreme Court in Bilski Rejected the Machine-or-Transformation Test as the Sole Definitive Test for Patent-Eligible Subject Matter, But Nevertheless Characterized the Test as “a useful and important clue, an investigative tool, for determining whether some claimed inventions are processes under § 101”: Claim Limitations “administering” and “determining” Avoid Reading on Natural Phenomena [image: image44.png]
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106
2.
“The distinction * * * between a product of nature and a human-made invention for purposes of § 101 turns on a change in the claimed composition’s identity compared with what exists in nature. Specifically, the Supreme Court has drawn a line between compositions that, even if combined or altered in a manner not found in nature, have similar characteristics as in nature, and compositions that human intervention has given ‘markedly different,’ or ‘distinctive,’ characteristics” [image: image46.png]
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111
3.
Beauregard-Type Claim May be Analyzed as a Process Claim and Does Not Per Se Result in Patent-Eligible Subject Matter [image: image50.png]
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127
4.
Step of Immunization Distinguished Patent-Eligible Claims From Those That Were Not [image: image54.png]
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136
5.
Court Emphasizes That § 101 is a “Coarse” Gauge of Patentability: Claims Drawn to a Method of Distributing Copyrighted Products Over the Internet, in This Instance, Constitute a Process That is Patent-Eligible [image: image58.png]
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140
6.
Simply Adding a “computer aided” Limitation to a Claim Covering an Abstract Concept, Without More, is Insufficient to Render the Claim Patent Eligible [image: image61.png]-
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144
V.
ENABLEMENT-WRITTEN DESCRIPTION-BEST MODE:  35 U.S.C. § 112(1)
148
A.
Enablement
148
B.
Written Description
150
1.
Validity
150
a)
Original Claims May Provide Written Description Support, Contrary to Statements in Ariad, Where Such Claims Are Not Broadly Drawn Generic or Functional Claims: When Two Embodiments Are Disclosed for Addressing a Problem, The Claims Do Not Necessarily Cover Both Embodiments Conjunctively: “[i]nventors can frame their claims to address one problem or several, and the written description requirement will be satisfied as to each claim as long as the description conveys that the inventor was in possession of the invention recited in the claim” [image: image62.png]
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150
b)
Lack of Disclosed Species May Lead to Invalidity of Generic Claim Based on Lack of Written Description Support per Ariad: Claims to a Genetic Test for a Specific Mutation Held Invalid Where Specific Mutation Had Not Been Identified [image: image65.png]
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156
c)
The Scope of the Right to Exclude Cannot “over-reach the scope of [the] contribution to the field of art as described in the patent specification” [image: image67.png]
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159
d)
Court Reiterates “Rule” From Regents of the Univ. of Cal. v. Eli Lilly & Co. (1997) that “[a] written description of an invention involving a chemical genus, like a description of a chemical species, ‘requires a precise definition, such as by structure, formula, [or] chemical name,’ of the claimed subject matter sufficient to distinguish it from other materials” in Concluding That Patents Drawn to Drug-Eluting Stents Were Invalid For Failure to Provide an Adequate Written Description: Broad Generic Claims (“rapamycin, or a macrocyclic lactone analog thereof “) Lacking Commensurate Written Description Support For Species (“macrocyclic lactone analogs” of rapamycin covered thousands of species) Held Invalid [image: image70.png]
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163
e)
Claims Construed As Broader Than the Written Description Are Invalid [image: image73.png]



169
2.
Federal Circuit Reiterates “Rules” For Determining Written Description Support [image: image74.png]



173
3.
Domestic Priority
174
a)
Adding An Example to a Non-Provisional Application With a Parameter Varying From the Earlier Provisional Application Does Not Necessarily Result in a Loss of the Priority Date [image: image75.png]



174
4.
Incorporation by Reference
178
a)
Best Practices: Incorporation by Reference Language Must be Clear Whether All or a Portion of Another Application is Incorporated by Reference [image: image76.png]
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178
b)
Claim Construction: When the Claim Language and Specification Indicate That “a” Means One and Only One, It Is Appropriate to Construe “a” As Such Even in the Context of an Open-Ended “comprising” Claim [image: image78.png]
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178
C.
Best Mode
181
1.
One Inventor’s Subjective Belief That Undisclosed Recipe Used for a Commercial Embodiment Represented the Best Mode May be Sufficient to Satisfy First Prong of Best Mode Analysis: Evidence That Company Sought to Maintain One Ingredient as a Trade Secret May Lead to Satisfying the Second Prong of the Best Mode Analysis: District Court Need Not Construe the Claims if the Parties Agree the Claims Cover the Non-Disclosed Best Mode [image: image80.png]
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181
VI.
PARTICULARLY POINT OUT AND DISTINCTLY CLAIM ( WHAT THE APPLICANT REGARDS AS HIS INVENTION:  35 U.S.C. § 112(2)
185
A.
Particularly Point Out and Distinctly Claim (Outside Context of Means-Plus-Function Limitations Under § 112(6))
185
1.
System Claims Having a Method Step Are Indefinite per IPLX [image: image82.png]
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185
2.
Industry Standards for Certain Testing May Avoid a Finding of Indefiniteness [image: image85.png]
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186
3.
Failure to Disclose Exact Parameters For Achieving a “controlled environment” Does Not Necessarily Mean Claims Are Indefinite Where it Was Known in the Art How to Vary Those Parameters [image: image87.png]



190
4.
Claim Setting Out Context in Method Steps Does Not Turn Apparatus Claim Into a Hybrid Method/Apparatus Claim That is Indefinite [image: image88.png]A - A -




193
VII.
LEGAL ETHICS AND INEQUITABLE CONDUCT
195
A.
Materiality
195
1.
“as a general matter, the materiality required to establish inequitable conduct is but-for materiality”: Exception For Cases Involving Affirmative Egregious Misconduct [image: image89.png]
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195
2.
PTO Proposes Adopting “but-for-plus” Standard of Materiality [image: image93.png]
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224
3.
Non-Disclosed Prior Art Meets the “But For” Standard When District Court Concludes Patent is Invalid in View Thereof, But Remand is Necessary When the District Court Does Not So Find [image: image97.png]
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228
4.
Failure to Update a Petition to Make Special Does Not Meet the But-For Materiality Standard [image: image99.png]



232
B.
Intent
234
1.
Not Inferred
234
a)
Material Reference in Prosecuting Attorney’s and Inventor’s Files May Not Give Rise to an Inference of Intent to Deceive [image: image100.png]



234
VIII.
REISSUE
237
A.
Recapture Estoppel
237
1.
Recapture Estoppel Applies Even Though Reissue Claims Do Not Seek to Recapture All That Was Surrendered During Original Prosecution [image: image101.png]
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237
2.
Claim Construction May Resolve Alleged Recapture Estoppel [image: image103.png]



241
B.
Error Correctable by Reissue
242
1.
Adding a Single Dependent Claim While Retaining All Original Claims is a Proper Reissue: Adding Dependent Claims as a Hedge Against Invalidity is a Proper Exercise of the Reissue Statute [image: image104.png]
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242
IX.
REEXAMINATION
246
A.
Issues Considered During Reexamination
246
1.
Domestic Priority Can be Considered and Determined During Reexamination Proceedings: Issues Such as Domestic Priority and Written Description Support May Be Considered During Reexamination Unless Actually Addressed During Original Examination [image: image107.png]
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246
B.
Intervening Rights
249
1.
Absolute Intervening Rights May Arise From a Reexamination Based on a Party’s Arguments That Change Claim Scope Even Though Claim Language is Unchanged: Scope of Original Claim May Change and Give Rise to Intervening Rights Based on Changed Claim Construction [image: image110.png]
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249
C.
Reexamination That Reaches a Conclusion Opposite to That Reached by the Federal Circuit Does Not Render Reexamination Unconstitutional [image: image113.png]-
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253
D.
Inter Partes Reexamination
258
1.
As an Issue of First Impression: The Estoppel Provision of § 315 is Triggered When All Appeal Rights Have Been Exhausted, Not When Examination is Completed [image: image114.png]-
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258
X.
ERRORS CORRECTABLE BY THE COURT
260
A.
Background
260
1.
Although There May Be Multiple Alternatives For Correcting a Claim, a District Court Must View the Alternatives From the Point of View of One of Ordinary Skill in the Art: If All Three Alternatives Result in the Same Claim Scope, the District Court Has Power to Correct the Claim [image: image115.png]
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263
2.
“ [a] district court can correct a patent only if (1) the correction is not subject to reasonable debate based on consideration of the claim language and the specification and (2) the prosecution history does not suggest a different interpretation of the claims” and that determination “must be made from the point of view of one skilled in the art” [image: image118.png]



266
XI.
INTERFERENCES
268
A.
Interference-in-Fact
268
1.
Federal Circuit Reiterates That “[a]n interference exists if the subject matter of a claim of one party would, if prior art, have anticipated or rendered obvious the subject matter of a claim of the opposing party and vice versa.” [image: image119.png]
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268
B.
Barred By § 135(b)
269
1.
To Overcome a § 135(b) Bar For a Post-Critical Date Claim, an Applicant Must Show That Such Claim is Not Materially Different From a Pre-Critical Date Claim Present in the Application or Any Predecessor Thereto in Order to Obtain the Benefit of the Earlier Filing Date: Any Claims Filed Within the Critical Period, Whether or Not Later Cancelled, May Provide Pre-Critical Date Support for the Later Filed Patent Claim(s), So Long as the Pre-Critical Date Claims Are Not Materially Different From the Later Filed Claim(s) [image: image121.png]-

- o




269
C.
Appellate Review
272
1.
§ 291 Actions
272
a)
Federal Circuit Retains Appellate Jurisdiction in § 291 Action Despite That One of the Patents in Interference Expired Following District Court Judgment [image: image122.png]
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272
2.
§ 146 Actions
274
a)
Live Testimony Triggers De Novo Fact Finding: Because a § 146 Action is a New Civil Proceeding Subject to De Novo Fact Finding, the Burden of Persuasion Rests on the Junior Party: Where PTO Board Applies the Preponderance of the Evidence Standard in an Interference Involving Co-Pending Applications, District Court Applies Same Standard in Subsequent § 146 Action [image: image124.png]



274
XII.
INVENTORSHIP
279
A.
Joint Inventorship
279
1.
A Putative Inventor Who Envisioned the Structure of a Novel Genus of Chemical Compounds and Contributes the Method of Making That Genus Contributes to the Conception of That Genus:   Based on Rule That Conception of a Compound Requires Knowledge of Both the Chemical Structure of the Compound and an Operative Method of Making It   But That Does Not Necessarily Mean That the Inventor of a Method of Making a Genus of Compounds is a Co-Inventor of All Species Within That Genus[image: image125.png]-
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279
2.
Putative Joint Inventor Must Communicate Alleged Contribution to Other Inventor: Supplying Material Having Various Internodal Distances Without Communicating Which Internodal Distances Make Material Useful as Vascular Grafts Does Not Contribute Significantly to Conception of Invention Grounded on Such Internodal Distances [image: image126.png]-
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284
XIII.
CLAIM CONSTRUCTION
289
A.
Cases Generally Focusing on Claim Language – In General, Not Limited by Specification
289
1.
Claim Language May Determine Meaning of Claim Terms [image: image127.png]
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289
2.
That a Device Will Only Operate if Certain Elements are Included is Not Grounds to Incorporate Those Elements Into the Construction of the Claims [image: image129.png]



292
3.
The Meaning of a Claim Term May be Deduced From the Terms That Surround It: “One” Does Not Necessarily Mean “Only One” [image: image130.png]



295
4.
References to “present invention” in the Specification Do Not Necessarily Limit the Claims If Other Intrinsic Evidence So Indicates [image: image131.png]



298
B.
Cases in Which Claim Construction Was Limited Based Primarily On Specification
299
1.
Claim Construction is Highly Factual: Claim Differentiation is Not Limited to an Independent – Dependent Claim Relationship [image: image132.png]



299
2.
Court Resolves Construction of Three Terms Previously Construed by Seven District Courts – No Two of Which Arrived at the Same Construction: Consistent References in Specification to Same Structure Can Lead to Conclusion that Structure Constitutes the “Invention” Rather Than a Preferred Embodiment: Prosecution History Disclaimer May Arise Even Though the Examiner Did Not Agreement With the Applicants’ Arguments [image: image133.png]
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305
3.
Illustrating Split Among the Court, Panel Majority Concludes That “body” in the Claims Requires a One-Piece Body, While Dissent Urges That Claim Language and Claim Differentiation Lead to the Conclusion That “body” is Not Limited to a One-Piece Body: Panel Majority:  “In reviewing the intrinsic record to construe the claims, we strive to capture the scope of the actual invention, rather than strictly limit the scope of claims to disclosed embodiments or allow the claim language to become divorced from what the specification conveys is the invention.” [image: image135.png]
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310
C.
Lexicographical References
320
1.
A Term May Receive Other Than Its Ordinary Meaning, But the Specification Must Clearly Disclose Such Other Meaning [image: image138.png]



320
2.
Purported Redefinition of a Term, or Disavowal of a Meaning Must Both be Clear: Using “Attached” in Embodiments to Refer to an Attachment to an Outer Surface Does Not Limit the Claims to Attachment Only to an Outer Surface: Using Two Terms as Alternatives Does Not Limit the Scope of the Terms [image: image139.png]-

- o




322
D.
Functional Phrases in Apparatus Claims
325
1.
Court Did Not Err in Requiring Apparatus Claims to Perform Recited Functions, Rather Than Be Merely “capable of” Performing Recited Functions [image: image140.png]



325
E.
Markman Procedure
328
1.
Restrictions on Number of Claims for Construction
328
a)
Claim Selection Procedure Requiring an Initial Selection of Claims, Followed by Narrowing That Selection After Discovery, With a Proviso That Other Claims Raising Non-Duplicative Issues of Validity or Infringement Could be Added, But Refusing to Sever and Stay Non-Selected Claims, Did Not Violate Due Process [image: image141.png]
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328
2.
Waiver
331
a)
When a Party Fails to Timely File an Objection to a Special Master’s Proposed Construction of a Term, That Party Waives an Alternative Construction Unless Waiver is Excused by the Federal Circuit [image: image144.png]-
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331
F.
Miscellaneous
332
1.
Limitation “having a temperature within 2°C of the predetermined temperature” Allows Minor Fluctuations [image: image145.png]
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332
2.
Claim Construction: When the Claim Language and Specification Indicate That “a” Means One and Only One, It Is Appropriate to Construe “a” As Such Even in the Context of an Open-Ended “comprising” Claim [image: image147.png]
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334
XIV.
CONSTRUCTION OF MEANS - AND STEP-PLUS-FUNCTION LIMITATIONS
335
A.
Written Description and Definiteness Issues – §§  112(2) and 112(6)
335
1.
Federal Circuit Limits WMS Gaming and Aristocrat: Claims Calling For a ‘means for processing,’ ‘receiving,’ and ‘storing’ May Simply Claim a General Purpose Computer, Although in Means-Plus-Function Terms: The Question is Whether the Functions Recited in the Claims Can be Performed by a General Purpose Processor or, Instead, Constitute Specific Computer-Implemented Functions Which Require a Disclosure of Corresponding Algorithms [image: image149.png]
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335
2.
It is Proper to Consult the Intrinsic Record, Including the Written Description, When Determining if a Challenger Has Rebutted the Presumption that a Claim Lacking the Term “means” Recites Sufficiently Definite Structure [image: image152.png]
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340
3.
A Flow Chart May Not Provide Sufficient “Structure” to Support a Means-Plus-Function Limitation [image: image155.png]
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357
4.
Federal Circuit May Affirm on a Different Ground of Rejection in Some Instances (and Remand With Instructions to Consider the Same as a New Ground of Rejection Entered by the Board) [image: image158.png]
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357
5.
It Suffices, For Purposes of § 112(2), If The Specification Recites in Prose the Algorithm to be Implemented by the Programmer [image: image161.png]



364
6.
District Court Erred in Finding That The “Corresponding Structure” For “central processing means” Was “a mainframe, super-mini or minicomputer system and a database”: “Corresponding Structure” Must Include Any Disclosed Algorithms: If Disclosed Algorithms Do Not Perform Claimed Function, Claims Are Invalid as Being Indefinite [image: image162.png]-
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367
7.
Party May Waive Argument That Specification Lacks Sufficient “Corresponding Structure” By Failing to Raise Argument That Specification Lacks Disclosure of an Algorithm For Performing the Recited Function [image: image163.png]A - A -




371
B.
Scope Of § 112(6) Equivalents
374
1.
Corresponding Structure
374
a)
When in a Claimed “Means” Limitation the Disclosed Physical Structure is of Little or No Importance to the Claimed Invention, There May be a Broader Range of Equivalent Structures Than if the Physical Characteristics of the Structure are Critical in Performing the Claimed Function in the Context of the Claimed Invention[image: image164.png]
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374
b)
If Specification Discloses Only a Single Embodiment, Then That is the “Corresponding Structure” – Not a Generic Version of the Disclosed Structure [image: image167.png]-
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375
XV.
INFRINGEMENT
377
A.
Joint Infringement
377
1.
A Claim May Avoid a Conclusion That Multiple Entities Are Required to Infringe if the Claim Simply Defines the Environment in Which Infringement Must Occur [image: image168.png]
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377
2.
Court Reiterates:  A Claim May Avoid a Conclusion That Multiple Entities Are Required to Infringe if the Claim Simply Defines the Environment in Which Infringement Must Occur [image: image171.png]
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382
3.
Claims Not Directly Infringed Without a “Single-User” – 2 Panel Members Call for En Banc Review of Joint Infringement Issue – [image: image174.png]
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386
4.
As an Issue of First Impression Involving Claim Elements in the Possession of More Than One Party, To “Use” a System For Purposes of Infringement, a Party Must Put the Invention Into Service, i.e., Control the System as a Whole and Obtain Benefit From It, However, That Does Not Require That a Party Must Exercise Physical or Direct Control Over Each Individual Element of the System [image: image176.png]
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389
B.
§ 271(g) – Importation – Foreign Process
394
1.
In Actions Alleging Infringement Under § 271(g), There is a Rebuttable Presumption Under § 295 That the Imported Product Was Made by the Patented Method if the Court Finds: “(1) that a substantial likelihood exists that the product was made by the patented process, and (2) that the plaintiff has made a reasonable effort to determine the process actually used in the production of the product and was unable to so determine” [image: image180.png]
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394
C.
Repair/Reconstruction
397
1.
Exhaustion
397
a)
A License Authorizing Sales Without Precondition Leads to Exhaustion Even Though Licensees Are Not Paying Royalties, or Not Paying Royalties Timely [image: image183.png]
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397
b)
Unrestricted Sale of Patented Genetically Modified Seed to Grain Elevator Does Not Exhaust Patent Rights in Seeds When Used in Planting [image: image186.png]
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398
XVI.
INFRINGEMENT UNDER THE DOCTRINE OF EQUIVALENTS
400
A.
Vitiation Rule
400
1.
Evidentiary Standard
400
a)
The Evidentiary Standard for Showing Equivalents Remains Preponderance of the Evidence Despite That Alleged Equivalent is Separately Patentable [image: image188.png]


 [image: image189.png]


 [image: image190.png]



400
XVII.
PROSECUTION HISTORY ESTOPPEL, THE WARNER-JENKINSON  PRESUMPTION, AND FESTO
409
A.
Rebutting Presumptions
409
1.
Forseeability
409
a)
When the Language of Both Original and Issued Claims Begins With the Words “[a] pharmaceutical composition,” That Language Defines the Field of the Invention for Purposes of Determining Foreseeability”: “Foreseeability does not require flawless perfection to create an estoppel” [image: image191.png]
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409
XVIII.
ISSUES UNIQUE TO HATCH-WAXMAN
412
A.
Infringement
412
1.
Infringement Is Based on the Four Corners of the ANDA [image: image193.png]



412
B.
Patent Term Extensions
413
1.
Patent Term Extensions Apply to the Entire Patent, Not Just Individual Claims [image: image194.png]
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413
C.
Uses Not Covered by Applicable Patents
415
1.
District Court Correctly Dismissed Infringement Action Under § 271(e)(2) Where ANDA Carved Out Uses Not Covered by Patents – Federal Circuit Follows Warner-Lambert Co. v. Apotex Corp. [image: image196.png]-
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415
XIX.
RELIEF
417
A.
Preliminary Injunctions – § 283
417
1.
Likelihood of Success on the Merits
417
a)
Three Federal Circuit Judges Disagree With the Federal Circuit Majority on Whether Raising a “substantial question” of Invalidity Should Result in Denial of a Preliminary Injunction [image: image197.png]
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417
2.
Irreparable Harm
419
a)
Price Erosion, Loss of Goodwill, Damage to Reputation, and Loss of Business Opportunities are All Valid Grounds for Finding Irreparable Harm: The Mere Possibility of Future Monetary Damages Does Not Defeat a Motion for Preliminary Injunction [image: image199.png]



419
3.
Balance of Harm
421
a)
Accused Infringer’s Potential Losses Viewed as Resulting From “its own calculated risk in selling a product with knowledge of [plaintiff’s] patent” [image: image200.png]



421
4.
Public Interest
422
a)
Investment in Drug Research and Development Must be Encouraged and Protected Through Exclusionary Patent Rights [image: image201.png]



422
B.
Permanent Injunctions - § 283
423
1.
Factors
423
a)
Court Issues Tour de Force Opinion on Factors Used in Determining Whether an Injunction Should Issue [image: image202.png]- oy o> o




423
i.
Federal Circuit Has Appellate Jurisdiction From Denial of an Injunction – Carson Factors Only Apply to Orders Having the Effect of Granting or Denying an Injunction [image: image203.png]



424
ii.
Following eBay, Irreparable Harm is Not Presumed From a Finding of Infringement, But Courts Cannot Ignore the Fundamental Patent Property Right to Exclude [image: image204.png]-
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425
iii.
District Court Committed a Clear Legal Error in its Concluding That the Presence of Additional Competitors, Without More, Cuts Against a Finding of Irreparable Harm: The Absence of a Two-Supplier Market Does Not Cut Against Irreparable Harm [image: image205.png]-
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426
iv.
District Court Committed a Clear Legal Error in Relying on the “Non-Core” Nature of Bosch’s Wiper Blade Business in Relation to its Business as a Whole [image: image206.png]-
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427
v.
Loss of Market Share and Access to Potential Customers, As Well As Infringer’s Inability to Satisfy a Judgment Are Factors in Determining Irreparable Harm [image: image207.png]-

- o




428
vi.
A District Court Should Assess Whether a Damage Remedy is a Meaningful One in Light of the Financial Condition of the Infringer Before the Alternative of Money Damages can be Deemed Adequate [image: image208.png]-
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429
vii.
When Considering Balance of Hardships, Relative Size of the Parties is Not a Determining Factor [image: image209.png]-
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429
viii.
“Public Interest” – Patentee’s Right to Exclude and Infringer’s Right to Compete May Render Factor Neutral [image: image210.png]-
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430
C.
Actual Damages Under § 284
430
1.
Adequate to Compensate for the Infringement
430
2.
Reasonable Royalty Damages
431
a)
Reasonable Royalty Damages vs. Lost Profit Damages
431
i.
“Reasonable Royalty” Damages May Exceed Patentee’s Anticipated Profits [image: image211.png]



431
D.
Enhanced Damages – § 284
434
1.
Willful Infringement
434
a)
In Seagate, the Federal Circuit Held That Failure to Exercise Due Care by Obtaining an Opinion of Counsel Before Commencing Infringing Activity Was Not Itself Probative of Willful Infringement – There Must Be “Objective Recklessness” Before the Failure to Obtain an Opinion of Counsel Can Establish Willfulness: The Federal Circuit Did Not Hold That After Willful Infringement is Established, It Is Improper to Consider Whether the Infringer Exercised Adequate Investigation of Any Adverse Patents: Per i4i v. Microsoft, the Test For Willfulness is Distinct From the Factors Guiding the District Court Regarding Enhanced Damages: For Purposes of Enhanced Damages, The Failure to Obtain an Opinion of Counsel or Otherwise Investigate the “Patent Situation” Can Be Considered as Part of the Totality of the Circumstances: The Factors in Read Corp. v. Portec, Inc. Continue to Determine Whether – and by How Much – Damages Should be Enhanced: One Factor is Whether the Defendant Properly Investigated the Scope of the Patent [image: image212.png]
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434
b)
“Objective Prong:” “a patentee must show by clear and convincing evidence that the infringer acted despite an objectively high likelihood that its actions constituted infringement of a valid patent.” “Subjective Prong: “‘the patentee must also demonstrate that this objectively-defined risk (determined by the record developed in the infringement proceeding) was either known or so obvious that it should have been known to the accused infringer.” “Objective Prong” May Involve Questions of Law or Questions of Fact: Court Decides Questions of Law, Jury Decides Questions of Fact: Court May Decide Objective Prong After Jury Decides Subjective Prong [image: image215.png]



439
E.
Reasonable Attorney’s Fees — § 285
442
1.
Sanctions May be Awarded Against the Patentee Only if the Litigation is (1) Brought in Subjective Bad Faith, and (2) Is Objectively Baseless: That is the Same Standard as the “objective recklessness” Standard For Determining Willful Infringement Under Seagate [image: image216.png]
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442
2.
(a) Case May Be Exceptional Where Patentee’s Proposed Claim Construction is Unreasonable in Light of Prosecution History and Patentee Submits Unreliable Expert Testimony Excluded Under Daubert:   (b) Continuing Litigation After An Adverse Claim Construction Ruling May Render Case “Exceptional”:   (c) Litigation Misconduct May Be Found Based on (i) Misrepresenting the Law of Claim Construction and Misrepresenting the District Court’s Construction, and (ii) Introducing Unreliable Expert Witness Testimony  (d) Expert Witness Fees May be Recoverable Outside § 285 If Necessary to Rebut “Junk Science” Testimony by Opposing Expert[image: image218.png]-
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445
F.
Costs – § 285
452
1.
(a) Costs For Third Party Database Provider in Connection With “e-Discovery” Are Taxable Costs, However, If Parties’ Cost-Sharing Agreement Does Not Specify That is an “Interim” Agreement, Costs May Not be Taxable:  (b) Copying Costs Are Not Recoverable if Invoices Simply Refer Generically to “Document Production” and Fail to Show That Documents Were Copied at Prevailing Party’s Expense, at the Request of the Opposing Party, and That Copies Were Tendered to the Opposing Party  (c) Deposition Costs May Include Costs For Depositions Taken For Trial Preparation Even Though Not Used For Successful Summary Judgment Motion, and May Include Costs For Both Written Transcript and Video [image: image219.png]-
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452
G.
False Marking – § 292
456
1.
Rule 9(b)’s Particularity Requirement Applies to False Marking Claims and a Complaint Alleging False Marking is Insufficient When It Only Asserts Conclusory Allegations That a Defendant is a “sophisticated company” and “knew or should have known” That the Patent Expired
456
2.
Not Error to Dismiss Complaint Alleging False Marking Under Rule 12(b)(6) Without Leave to Amend Where Cause of Action Cannot be Stated [image: image220.png]
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459
H.
Prejudgment Interest
462
1.
Prejudgment Interest May be Limited by an Agreement Between the Parties Limiting an Award of “Damages” [image: image222.png]-
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462
I.
Contempt Proceedings
464
1.
Good Faith or Lack of Intent is Not a Defense to a Finding of Contempt: Two-Step Analysis of KSM Fastening Systems is Overruled: District Courts Have Broad Discretion Whether to Proceed Through a Contempt Proceeding or a New Trial: District Courts Must Consider Whether Differences Between Redesigned Product and Infringing Product Are “Significant” [image: image223.png]
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464
2.
Court Refuses to Vacate Decision After Parties Settle Case [image: image227.png]



482
XX.
LICENSES
483
A.
Court Concludes: “[W]here * * * continuations issue from parent patents that previously have been licensed as to certain products, it may be presumed that, absent a clear indication of mutual intent to the contrary, those products are impliedly licensed under the continuations as well. If the parties intend otherwise, it is their burden to make such intent clear in the license. It is well settled that parties are free to contract around an interpretive presumption that does not reflect their intentions”:  Implied License is Based on Disclosure, Not Claims, On Rationale Claims Cannot Exceed Scope of Disclosure [image: image228.png]
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483
XXI.
DISTRICT COURT PRACTICE AND PROCEDURE
487
A.
Standing
487
1.
Licenses and Agreements
487
a)
Assigning All Right, Title and Interest to “inventions and discoveries” in a Patent Application May Transfer Rights in Other “Unrelated” Applications, i.e., Non-Continuing Applications: The Analysis is Whether the Claims of the Subject Patent Are Supported (in a § 112(1) Written Description Sense) by the Previously Assigned Application [image: image231.png]
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487
b)
A License Not Granting a Licensee a Right to Sue for Infringement Does Not Transfer “all substantial rights”: Waiver of Sovereign Immunity in § 702 of the APA is Broad Enough to Allow Pursuit of Equitable Relief Against USDA on Patent Law Claims [image: image234.png]
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491
c)
Subsequent Agreement May Carry Forward Confidentiality Provisions of Prior Employment Agreement Without Also Carrying Forward Assignment Provisions [image: image236.png]



492
B.
Declaratory Judgments
494
1.
Jurisdiction
494
a)
In Declaratory Judgment Actions, the Court Examines the Declaratory Defendant’s Hypothetical Well-Pleaded Complaint to Determine if Subject Matter Jurisdiction Exists: As an Issue of First Impression, Federal Courts Have Jurisdiction Over a Declaratory Judgment Action Where There is a Federal Cause of Action But Only s State Law Defense [image: image237.png]
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495
b)
A Mere Adverse Economic Interest is Insufficient to Create Declaratory Judgment Jurisdiction:  However, a Supplier Has Standing to Commence a Declaratory Judgment Action if (a) the Supplier is Obligated to Indemnify Its Customers From Infringement Liability (Including Perhaps As Imposed by the Uniform Commerical Code), or (b) There is a Controversy Between the Patentee and the Supplier as to the Supplier’s Liability For Induced or Contributory Infringement Based on the Alleged Acts of Direct Infringement by its Customers:  “When the holder of a patent with system claims accuses a customer of direct infringement based on the customer’s making, using, or selling of an allegedly infringing system in which a supplier’s product functions as a material component, there may be an implicit assertion that the supplier has indirectly infringed the patent. Likewise, when the holder of a patent with method claims accuses the supplier’s customers of direct infringement based on their use of the supplier’s product in the performance of the claimed method, an implicit assertion of indirect infringement by a supplier may arise” [image: image240.png]
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497
c)
In the Absence of a Substantial Controversy Concerning an Adverse Legal Interest, a District Court Lacks Declaratory Judgment Subject Matter Jurisdiction [image: image243.png]
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503
d)
“Simply disagreeing with the existence of a patent or even suffering an attenuated, non-proximate, effect from the existence of a patent does not meet the Supreme Court’s requirement for an adverse legal controversy of sufficient immediacy and reality to warrant the issuance of a declaratory judgment” [image: image245.png]
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505
e)
District Court Has Declaratory Judgment Jurisdiction to Resolve Controversy Whether Patent Rights Are Exhausted: Inconsistent Arguments Before the ITC May Give Rise to an Art. III Controversy [image: image248.png]
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512
f)
When an Accused Infringer Files a Declaratory Judgment Counterclaim Alleging That All Asserted Claims Are Invalid, and the Patentee Subsequently Narrows the Asserted Claims, the Alleged Infringer Must Show That the District Court Continues to Have Declaratory Judgment Jurisdiction Over Non-Asserted Claims [image: image250.png]



515
2.
Personal Jurisdiction
518
a)
“only enforcement or defense efforts related to the patent rather than the patentee’s own commercialization efforts are to be considered for establishing specific personal jurisdiction in a declaratory judgment action against the patentee”: Commercialization Efforts Directed Solely to the Plaintiff Do Not Create Special Jurisdiction [image: image251.png]



518
b)
Statements on Websites And in Trade Publications May Serve to Support Asserting Personal Jurisdiction [image: image252.png]
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521
C.
Procedure
526
1.
Pre-Trial Procedure
526
a)
Motions to Transfer Venue
526
i.
A Court May Exercise Its Discretion Not to Transfer a Case Even if the Convenience Factors Favor a Transfer, if Judicial Economy Outweighs the Convenience Factors [image: image255.png]
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526
ii.
That the District Court Handled Litigation Involving the Same Patent 5 Years Earlier is Insufficient Reason to Deny a Motion to Transfer [image: image258.png]
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528
iii.
The Proper Administration of Justice May be to Transfer to a Far More Convenient Venue Even Where the Trial Court Has Some Familiarity With a Matter From Prior Litigation: In The Case of a Non-Practicing Patentee, Court Congestion in the Transferee District is Not a Significant Consideration [image: image261.png]
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529
iv.
Substantial Operations Within the District May Justify Refusing to Transfer Venue [image: image264.png]



531
v.
Plaintiff’s Choice of Forum or Defendant’s State of Incorporation Are Not Dispositive For Motions Under § 1404(a) [image: image265.png]o> o




532
D.
Sovereign Immunity
534
1.
Waiver Does Not Extend to an Entirely Separate Lawsuit, Even One Involving the Same Subject Matter and the Same Parties [image: image266.png]
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534
2.
Protective Orders
535
a)
A Patent Prosecution Bar Must Be Considered on a Counsel-by-Counsel Basis in Light of All of the Relevant Factors [image: image268.png]
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535
E.
Award of Costs
541
1.
Attorney Disqualification
541
a)
Conflict of Interest May Be Waived Prospectively in a Joint Defense Agreement [image: image272.png]
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541
F.
Spoliation
543
1.
Spoliation May Lead to Dismissal of Suit if “Bad Faith” and Prejudice are Shown, But Court Splits on What Constitutes Evidence of “Bad Faith” and When Litigation is Reasonably Forseeable: (1) “[t]he duty to preserve evidence begins when litigation is ‘pending or reasonably foreseeable,’ ” (2) “[w]hen litigation is ‘reasonably foreseeable’ is a flexible fact-specific standard that allows a district court to exercise the discretion necessary to confront the myriad factual situations inherent in the spoliation inquiry,” but does not require that litigation be “imminent, or probable without significant contingencies” or other gloss: the District Court’s Factual Findings Leading to a Conclusion When Litigation Was “Reasonably Forseeable” Are Reviewed for Clear Error [image: image274.png]
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543
2.
The Standard For Determining When Litigation is Reasonably Foreseeable Does Not Carry a Gloss Requiring That Litigation Be ‘imminent, or probable without significant contingencies” [image: image278.png]
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558
G.
Sanctions
561
1.
Other Sanctions
561
a)
Court Awards Sanctions Against Non-Practicing Plaintiff and Attorney Based, in Part, on Filing Numerous Suits and Offering to Settle For Nuisance Value, and on Asserting an Unreasonable Claim Construction [image: image282.png]
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561
XXII.
APPELLATE PRACTICE AND PROCEDURE
567
A.
Waiver
567
1.
Cross-Appeals
567
a)
Court Indicates it May Grant Sanctions for Improper Cross-Appeal [image: image285.png]
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567
2.
Frivolous Appeals and Motions
568
a)
A “Motion to Strike” to “Get in the Last Word” is Improper and May Lead to Sanctions [image: image288.png]
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568
B.
Appeals From the PTO
569
1.
Court Sustains Board’s Interpretation of Rule 41.37 – ““merely pointing out the differences in what the claims cover * * * is not a substantive argument as to the separate patentability of the claims” [image: image290.png]
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569
C.
Appellate Jurisdiction
572
1.
Final Judgment Rule
572
a)
Order Severing Manufacturer Defendant, Transferring that Action, and Staying Remaining Claims Against Customers is Not a Final Appealable Order [image: image292.png]
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572
D.
Appellate Practice
573
1.
Court Imposes Sanction for Violation of Federal Circuit Rule 28(d) [image: image294.png]
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573
XXIII.
PTO PRACTICE AND PROCEDURE
576
A.
Board of Appeals
576
1.
New Ground of Rejection
576
a)
The Thrust of the Board’s Rejection Changes When It Finds Facts Not Found by the Examiner Regarding the Differences Between the Prior Art and the Claimed Invention [image: image297.png]



576
B.
Appeals to the Board
578
1.
New Ground of Rejection
578
a)
Changing the Statutory Basis of a Prior Art Reference From § 102(b) to § 102(a), and Concluding That a Rule 131 Affidavit Failed to Antedate the Reference Constitutes a New Ground of Rejection: Board’s Failure to Identify the Same as a New Ground of Rejection Excuses Applicant From Seeking Rehearing or Remand to the Examiner [image: image298.png]> oo




578
XXIV.
INTERNATIONAL TRADE COMMISSION
580
A.
Jurisdiction
580
1.
Commission’s Statutory Authority Over “[u]nfair methods of competition and unfair acts in the importation of articles * * * into the United States” Under § 337(a)(1)(A) Extends to Conduct Occurring in China in the Course of a Trade Secret Investigation: Commisson Instructed to Apply General Principles of Trade Secret Law, Rather Than Trade Secret Law of a State [image: image299.png]- oy o> o




580
B.
Domestic Industry
584
1.
Where Imported Cast Steel Wheels Compete Directly With Cast Steel Wheels Produced in the U.S. by Trade Secret Owner, Domestic Industry Requirement is Satisfied Even Though Misappropriated Trade Secret Process is Not Used in the U.S. by Trade Secret Owner [image: image300.png]- oy o> o




584
2.
Litigation Expenses May Be Considered in Determining Whether the Domestic Industry Requirement is Satisfied, But Only to the Extent Such Expenses Relate to Licensing: Practice Point – Time Sheets Should Reflect Time Spent on Settlement and Licensing [image: image301.png]-
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585
C.
Civil Penalties
588
1.
ITC’s Authority to Issue Civil Penalties is Not Unconstitutional and Does Not Violate the Seventh Amendment [image: image302.png]-
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Patent Law 2011-2012: A Year in Review 
Annual Study of Decisions by the U.S. Court of Appeals for the Federal Circuit
By Gale R. Peterson, Cox | Smith, San Antonio, Texas

_____________________________________
I. SUPREME COURT
A. Decided Cases

1. “Clear and Convincing” is the Standard of Proof Required to Show Invalidity: Jury May be Instructed That Prior Art Was Not Considered by the PTO [image: image303.png]
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In Microsoft Corp. v. i4i Limited Partnership,
 a “virtually” unanimous Supreme Court opinion (Justice Breyer filed a concurring opinion, joined by Justices Scalia and Alito, but began the opinion saying “I join the Court’s opinion in full,” and Justice Thomas filed a concurring opinion agreeing that the standard of proof was previously set by the Supreme Court), affirmed the Federal Circuit’s conclusion that a “clear and convincing” standard of proof applied to invalidity determinations pursuant to Justice Cardoza’s 1934 opinion for a unanimous Court in Radio Corp. of America v. Radio Engineering Laboratories, Inc.,
 and citing with approval the Federal Circuit’s opinion, authored by Judge Rich, in American Hoist & Derrick Co. v. Sowa & Sons, Inc.,
 concluding the same.
The Court summarized its holding:  “Under § 282 of the Patent Act of 1952, ‘[a] patent shall be presumed valid’ and ‘[t]he burden of establishing invalidity of a patent or any claim thereof shall rest on the party asserting such invalidity.’ * * * We consider whether § 282 requires an invalidity defense to be proved by clear and convincing evidence. We hold that it does.”

The Court rejected Microsoft’s contention that a lesser standard of proof should be applicable when viewing prior art not previously considered by the PTO, and Microsoft’s contention that prior Supreme Court cases imposed a heightened standard of proof only in cases (1) involving oral testimony of prior invention, and (2) invalidity challenges based on priority of invention.  Justice Sotomayor, writing to the Court, noted that “[s]quint as we may, we fail to see the qualifications that Microsoft purports to identify in our cases.”

However, the Court also held that a jury may be instructed that prior art had not been considered by the PTO – but that did not lessen the quantum of proof.  Justice Breyer, in his concurrence joined by Justices Scalia and Alito, emphasized that the standard of proof applied to a jury’s factual determinations, not the legal question of invalidity.

i4i was the owner of a patent on a method for editing documents in which the document content was stored separately from  metacodes that defined a document structure.  i4i sued Microsoft alleging that Microsoft’s Word infringed.  Microsoft counterclaimed alleging, inter alia, invalidity under § 201(b) based on i4i”s prior sales of a program, S4.  The parties agreed that S4 had been sold in the U.S. more than one year prior to the filing date of the application maturing into i4i’s patent-in-suit, but disagreed whether the S4 software embodied the same invention claimed in i4i patent-in-suit.  The source code for S4 had been destroyed years before the litigation, and there was a factual dispute whether the S4 software anticipated the patent-in-suit.  That factual dispute turned largely on the testimony by S4’s two inventors – who also were the inventors on i4i’s patent-in-suit.  Both testified that S4 did not incorporate the “key invention” of the i4i patent-in-suit.

At trial, Microsoft objected to i4i’s proposed instruction that Microsoft was required to prove its invalidity defense by clear and convincing evidence.  Rather, Microsoft proposed a “hybrid” instruction based on whether the prior art had been considered by the PTO:

Microsoft’s burden of proving invalidity and unenforceability is by clear and convincing evidence. However, Microsoft’s burden of proof with regard to its defense of invalidity based on prior art that the examiner did not review during the prosecution of the patent-in-suit is by preponderance of the evidence.

The district court refused that instruction and instructed the jury that “Microsoft has the burden of proving invalidity by clear and convincing evidence.”

The jury found that Microsoft had willfully infringed and had not proved that the patent-in-suit was invalid.  On appeal, the Federal Circuit concluded that the jury instruction was proper.
The Court acknowledged that although § 282 specified the burden of proof, the statute did not expressly state what standard of proof was required.  The Court reasoned, though, that “[h]ere, by stating that a patent is ‘presumed valid,’ § 282, Congress used a term with a settled meaning in the common law.”
  Specifically, the Court concluded that “[o]ur decision in RCA, * * * is authoritative. There, tracing nearly a century of case law from this Court and others, Justice Cardozo wrote for a unanimous Court that ‘there is a presumption of validity, a presumption not to be overthrown except by clear and cogent evidence.’ ”

According to the Court, “[t]he common-law presumption, in other words, reflected the universal understanding that a preponderance standard of proof was too ‘dubious’ a basis to deem a patent invalid.”
  Thus, the Court reasoned, “by the time Congress enacted § 282 and declared that a patent is ‘presumed valid,’ the presumption of patent validity had long been a fixture of the common law.  According to its settled meaning, a defendant raising an invalidity defense bore ‘a heavy burden of persuasion,’ requiring proof of the defense by clear and convincing evidence. * * * That is, the presumption encompassed not only an allocation of the burden of proof but also an imposition of a heightened standard of proof.”

Microsoft urged that the pre-1952 Supreme Court cases had applied a clear and convincing standard of proof in only two circumstances, i.e., (1) cases involving oral testimony of prior invention, and (2) invalidity challenges based on priority of invention.  The Court disagreed:  “Squint as we may, we fail to see the qualifications that Microsoft purports to identify in our cases. They certainly make no appearance in RCA’s explanation of the presumption of patent validity. RCA simply said, without qualification, ‘that one otherwise an infringer who assails the validity of a patent fair upon its face bears a heavy burden of persuasion, and fails unless his evidence has more than a dubious preponderance.’ ”

The Court also rejected Microsoft’s more limited argument that the preponderance standard should apply when the evidence of invalidity presented at trial had not been considered by the PTO.  Microsoft relied on the statement in KSR Int’l Co. v. Teleflex Inc.
 that in such an instance “the rationale underlying the presumption—that the PTO, in its expertise, has approved the claim—seems much diminished.”  The Court acknowledged that statement was “true enough,” but noted that “[t]he question remains, however, whether Congress has specified the applicable standard of proof. As established, Congress did just that by codifying the common-law presumption of patent validity and, implicitly, the heightened standard of proof attached to it.”
  The Court concluded that pre-1952 cases had not drawn a distinction between evidence that had been considered by the PTO, and evidence that had not.

The Court acknowledged that “[t]o be sure, numerous courts of appeals in the years preceding the 1952 Act observed that the presumption of validity is ‘weakened’ or ‘dissipated’ in the circumstance that the evidence in an infringement action was never considered by the PTO,” but concluded that “we cannot read these cases to hold or even to suggest that a preponderance standard would apply in such circumstances, and we decline to impute such a reading to Congress. Instead, we understand these cases to reflect the same commonsense principle that the Federal Circuit has recognized throughout its existence—namely, that new evidence supporting an invalidity defense may ‘carry more weight’ in an infringement action than evidence previously considered by the PTO,”
 as Judge Rich explained in American Hoist.

The Court explained that “[s]imply put, if the PTO did not have all material facts before it, its considered judgment may lose significant force. * * * And, concomitantly, the challenger’s burden to persuade the jury of its invalidity defense by clear and convincing evidence may be easier to sustain.”

The Court did, however, suggest that a jury may be instructed evidence of invalidity presented at trial had not been considered by the PTO:

In this respect, although we have no occasion to endorse any particular formulation, we note that a jury instruction on the effect of new evidence can, and when requested, most often should be given. When warranted, the jury may be instructed to consider that it has heard evidence that the PTO had no opportunity to evaluate before granting the patent. When it is disputed whether the evidence presented to the jury differs from that evaluated by the PTO, the jury may be instructed to consider that question. In either case, the jury may be instructed to evaluate whether the evidence before it is materially new, and if so, to consider that fact when determining whether an invalidity defense has been proved by clear and convincing evidence.

Here, the Court noted that Microsoft had argued to the jury that S4 had not been considered by the PTO, but had not requested a jury instruction per the foregoing.  Microsoft raised the issue in its Reply Brief to the Court, but the Court refused to consider it deeming it “too late.”
As for the “policy” arguments, the Court declined to choose sides.  However, the Court noted that the Federal Circuit had construed § 282 to require a clear and convincing level of proof for 30 years, and there had been no attempts in Congress to overturn the same.  The Court further noted that Congress had addressed the issue of “bad” patents, e.g., by instituting reexamination proceedings, but had addressed the standard of proof, despite criticisms from both within the government (for example a 2003 FTC report suggesting that the standard be a preponderance of the evidence) and without.

Justice Breyer filed a concurring opinion, joined by Justices Scalia and Alito, which began:  “I join the Court’s opinion in full.”
  Justice Breyer added that “I write separately because, given the technical but important nature of the invalidity question, I believe it worth emphasizing that in this area of law as in others the evidentiary standard of proof applies to questions of fact and not to questions of law.”

Justice Breyer explained that “[m]any claims of invalidity rest, however, not upon factual disputes, but upon how the law applies to facts as given. * * * Where the ultimate question of patent validity turns on the correct answer to legal questions—what these subsidiary legal standards mean or how they apply to the facts as given—today’s strict standard of proof has no application.”

Justice Breyer suggested that “[c]ourts can help to keep the application of today’s ‘clear and convincing’ standard within its proper legal bounds by separating factual and legal aspects of an invalidity claim, say, by using instructions based on case-specific circumstances that help the jury make the distinction or by using interrogatories and special verdicts to make clear which specific factual findings underlie the jury’s conclusions. * * * By isolating the facts (determined with help of the ‘clear and convincing’ standard), courts can thereby assure the proper interpretation or application of the correct legal standard (without use of the ‘clear and convincing’ standard). By preventing the ‘clear and convincing’ standard from roaming outside its fact-related reservation, courts can increase the likelihood that discoveries or inventions will not receive legal protection where none is due.”

Justice Thomas filed a short two paragraph “concurring in judgment” opinion noting first that “I am not persuaded that Congress codified a standard of proof when it stated in the Patent Act of 1952 that ‘[a] patent shall be presumed valid.’ ”
  However, Justice Thomas additionally concluded that “I reach the same outcome as the Court. Because § 282 is silent as to the standard of proof, it did not alter the common-law rule. * * * For that reason, I agree with the Court that the heightened standard of proof set forth in Radio Corp. of America v. Radio Engineering Laboratories, Inc., * * * —which has never been overruled by this Court or modified by Congress—applies.”

2. Induced Infringement Under § 271(b) Requires Knowledge That the Induced Acts Constitute Patent Infringement: The Doctrine of Willful Blindness Applies in Suits for Induced Patent Infringement [image: image307.png]
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In Global-Tech Appliances, Inc. v. SEB S.A.,
 the Supreme Court affirmed the Federal Circuit’s judgment that Global-Tech was liable for induced patent infringement, but on a different basis.  The Supreme Court concluded that although induced infringement requires knowledge that the induced acts constitute infringement, the applicable doctrine was willful blindness.

The Court articulated the question as “whether a party who ‘actively induces infringement of a patent’ under 35 U. S. C. § 271(b) must know that the induced acts constitute patent infringement.”
  The Court majority answered the question yes.

SEB S.A., a French manufacturer of home appliances, developed a “cooltouch” deep fryer in the late 1980s that allowed external surfaces of the fryer to remain cool during use.  The fryer used an air space between a metal frying pot and the outer plastic housing to dissipate heat.

SEB obtained a U.S. patent in 1991, and later began selling the fryer in the U.S. under the “T-Fal” brand.  The fryer was a commercial success.

Pentalpha Enterprises, Ltd. was a Hong Kong manufacturer of home appliances and a wholly owned subsidiary of Global-Tech Appliances, Inc.  Sunbeam Products, Inc., a competitor of SEB, in 1997 asked Pentalpha to supply it with fryers meeting certain specifications.  Pentalpha purchased a SEB fryer in Hong Kong and, according to the Court, “copied all but its cosmetic features.”  The SEB fryer that Pentalpha purchased in Hong Kong was made for foreign markets and thus did not bear any U.S. patent markings.

After “copying” SEB’s fryer, Pentalpha engaged an attorney to conduct an infringement study, but did not tell the attorney that Pentalpha had “copied” SEB’s fryer.  The attorney did not locate SEB’s patent.  In August 1997, the attorney issued an opinion letter advising Pentalpha that the fryer did not infringe any patents that the attorney had located.  Pentalpha then sold fryers to Sunbeam, and Sunbeam resold them in the U.S.  

In March 1998, SEB sued Sunbeam alleging infringement.  Sunbeam notified Pentalpha of the suit the next month.  Pentalpha nevertheless continued to sell fryers to Fingerhut Corp. and Montgomery Ward & Co., which resold the fryers in the U.S.

SEB settled the suit with Sunbeam and subsequently sued Pentalpha for infringement, asserting direct infringement under § 271(a) and induced infringement under § 271(b).  A jury found that Pentalpha had infringed SEB’s patent willfully.  In post-trial motions, Pentalpha argued, inter alia, that there was insufficient evidence to support a finding of induced infringement because there was no evidence that Pentalpha actually knew of SEB’s patent prior to receiving the notice from Sunbeam in April 1998.

The Federal Circuit, in SEB S. A. v. Montgomery Ward & Co.,
 reiterated its prior en banc holding in DSU Med. Corp. v. JMS Co.,
 that induced infringement requires “that the alleged infringer knew or should have known his actions would induce actual infringement necessarily includes the requirement that he or she knew of the patent.”  The Federal Circuit acknowledged that there was no direct evidence that Pentalpha knew of SEB’s patent prior to April 1998, but concluded that there was sufficient evidence that “Pentalpha deliberately disregarded a known risk that SEB had a protective patent.”
  The Federal Circuit concluded that such disregard “is not different from actual knowledge, but is a form of actual knowledge.”

Pentalpha argued to the Supreme Court that induced infringement under § 271(b) required actual knowledge of a patent, not simply deliberate indifference to a known risk that the induced acts may infringe an existing patent.

Although the Federal Circuit in DSU had held en banc that induced infringement required that the alleged infringer knew or should have known his actions would induce actual infringement – and consequently that knowledge of the patent was necessary – the Supreme Court had never so held.  Accordingly, that was the first question the Court addressed.

Beginning with the language of § 271(b) - “Whoever actively induces infringement of a patent shall be liable as an infringer” – the Court noted that there was no reference to intent, but inferred that some intent was necessary from the dictionary definition of induce, i.e., “[t]o lead on; to influence; to prevail on; to move by persuasion or influence,” citing Webster’s New International Dictionary 1269 (2d ed. 1945). 

The Court reasoned that “[t]he addition of the adverb ‘actively’ suggests that the inducement must involve the taking of affirmative steps to bring about the desired result, * * *. When a person actively induces another to take some action, the inducer obviously knows the action that he or she wishes to bring about.”

The Court, however, voiced some initial doubt whether the statute required knowledge that the induced acts constituted infringement.  The Court used the analogy of a car salesman inducing a customer to buy a car that was damaged:

If a used car salesman induces a customer to buy a car, the salesman knows that the desired result is the purchase of the car. But what if it is said that the salesman induced the customer to buy a damaged car? Does this mean merely that the salesman induced the customer to purchase a car that happened to be damaged, a fact of which the salesman may have been unaware? Or does this mean that the salesman knew that the car was damaged? The statement that the salesman induced the customer to buy a damaged car is ambiguous.

The Court concluded that § 271(b) was similarly ambiguous:  “In referring to a party that ‘induces infringement,’ this provision may require merely that the inducer lead another to engage in conduct that happens to amount to infringement, i.e., the making, using, offering to sell, selling, or importing of a patented invention. * * * On the other hand, the reference to a party that ‘induces infringement’ may also be read to mean that the inducer must persuade another to engage in conduct that the inducer knows is infringement. Both readings are possible.”

Section 271 was added as part of the Patent Act of 1952.  The Court thus turned to pre-1952 law and found it “less than clear.”  The Court explained that conduct now covered by § 271(b) (induced infringement) and § 271(c) (contributory infringement) was previously addressed under the penumbra “contributory infringement.”  The Court found “conflicting signals” in pre-1952 case law regarding what intent was required.  The Court found that some authorities suggested that it was enough for contributory infringement that a seller intended a component to be used in a manner that “happened to infringe a patent.”

The Court concluded that “[w]hile both the language of § 271(b) and the pre-1952 case law that this provision was meant to codify are susceptible to conflicting interpretations, our decision in Aro II [Aro Mfg. Co. v. Convertible Top Replacement Co., 377 U. S. 476 (1964)] resolves the question in this case. In Aro II, a majority held that a violator of § 271(c) must know ‘that the combination for which his component was especially designed was both patented and infringing,’ * * * and as we explain below, that conclusion compels this same knowledge for liability under § 271(b).”

The Court noted that Aro II addressed contributory infringement under § 271(c), stating in part: “Whoever offers to sell or sells * * * a component of a patented [invention] * * * , constituting a material part of the invention, knowing the same to be especially made or especially adapted for use in an infringement of such patent, and not a staple article or commodity of commerce suitable for substantial noninfringing use, shall be liable as a contributory infringer.” The Court reasoned that § 271(c) had the same ambiguity as § 271(b), i.e.., according to the Court, “knowing [a component] to be especially made or especially adapted for use in an infringement” could be read to mean that one must know that a component is “especially adapted for use” in a product that “happens to infringe a patent,” or, the phrase could be read “to require, in addition, knowledge of the patent’s existence.”

The Court noted that the Aro II Court majority, in a “badly fractured decision,” concluded that knowledge of the patent was required.  Four justices, though, concluded that one need only know that a component was specially adapted for use in a product “that happens to infringe a patent.”

The Court concluded that “[w]hile there is much to be said in favor of both views expressed in Aro II, the ‘holding in Aro II has become a fixture in the law of contributory infringement under[section] 271(c),’ * * * — so much so that SEB has not asked us to overrule it, * * *. Nor has Congress seen fit to alter § 271(c)’s intent requirement in the nearly half a century since Aro II was decided. In light of the ‘special force’ of the doctrine of stare decisis with regard to questions of statutory interpretation, * * * we proceed on the premise that § 271(c) requires knowledge of the existence of the patent that is infringed.”

The Court reasoned that “[b]ased on this premise, it follows that the same knowledge is needed for induced infringement under § 271(b). As noted, the two provisions have a common origin in the pre1952 understanding of contributory infringement, and the language of the two provisions creates the same difficult interpretive choice. It would thus be strange to hold that knowledge of the relevant patent is needed under § 271( c) but not under §271 (b).”

The Court concluded:  “Accordingly, we now hold that induced infringement under § 271(b) requires knowledge that the induced acts constitute patent infringement.”

Turning to the actual question before the Court, the Court first agreed with Pentalpha that “deliberate indifference to a known risk that a patent exists” was not the correct standard under § 271(b).  However, the Court nevertheless affirmed the judgment of the Federal Circuit “because the evidence in this case was plainly sufficient to support a finding of Pentalpha’s knowledge under the doctrine of willful blindness.”

According to the Court, “[t]he doctrine of willful blindness is well established in criminal law. Many criminal statutes require proof that a defendant acted knowingly or willfully, and courts applying the doctrine of willful blindness hold that defendants cannot escape the reach of these statutes by deliberately shielding themselves from clear evidence of critical facts that are strongly suggested by the circumstances. The traditional rationale for this doctrine is that defendants who behave in this manner are just as culpable as those who have actual knowledge.”
  The Court added that “[i]t is also said that persons who know enough to blind themselves to direct proof of critical facts in effect have actual knowledge of those facts.”

The Court concluded that in 1899, in Spurr v. United States,
 the Court had adopted a similar concept, albeit by a different name.  The Court reasoned that “[g]iven the long history of willful blindness and its wide acceptance in the Federal Judiciary, we can see no reason why the doctrine should not apply in civil lawsuits for induced patent infringement under 35 U. S. C. § 271(b).”

The Court explained that “[w]hile the Courts of Appeals articulate the doctrine of willful blindness in slightly different ways, all appear to agree on two basic requirements: (1) the defendant must subjectively believe that there is a high probability that a fact exists and (2) the defendant must take deliberate actions to avoid learning of that fact.”

The Court distinguished “willful blindness” from “recklessness” and “negligence” reasoning that “[w]e think these requirements give willful blindness an appropriately limited scope that surpasses recklessness and negligence. Under this formulation, a willfully blind defendant is one who takes deliberate actions to avoid confirming a high probability of wrongdoing and who can almost be said to have actually known the critical facts. * * * By contrast, a reckless defendant is one who merely knows of a substantial and unjustified risk of such wrongdoing, * * * and a negligent defendant is one who should have known of a similar risk but, in fact, did not, * * *.”

The Court concluded that the test adopted by the Federal Circuit was inadequate because (1) “it permits a finding of knowledge when there is merely a ‘known risk’ that the induced acts are infringing,” and (2) “in demanding only ‘deliberate indifference’ to that risk, the Federal Circuit’s test does not require active efforts by an inducer to avoid knowing about the infringing nature of the activities.”

On the merits, the Court concluded that the “jury could have easily found that before April 1998 Pentalpha willfully blinded itself to the infringing nature of the sales it encouraged Sunbeam to make.”
  The Court noted that “SEB’s cool-touch fryer was an innovation in the U. S. market when Pentalpha copied it,” and “[a]s one would expect with any superior product, sales of SEB’s fryer had been growing for some time. * * * Pentalpha knew all of this, for its CEO and president, John Sham, testified that, in developing a product for Sunbeam, Pentalpha performed ‘market research’ and ‘gather[ed] information as much as possible.’ * * * Pentalpha’s belief that SEB’s fryer embodied advanced technology that would be valuable in the U. S. market is evidenced by its decision to copy all but the cosmetic features of SEB’s fryer.”

The Court also pointed to Pentalpha’s decision to copy a foreign model of the SEB fryer while knowing that it was developing a fryer for the U.S. market, and that Pentalpha’s CEO was a named inventor on several U.S. patents citing to portions of the record apparently indicating that he was aware that products developed for foreign markets typically did not have U.S. patent markings.

According to the Court, “[e]ven more telling is Sham’s decision not to inform the attorney from whom Pentalpha sought a right-to-use opinion that the product to be evaluated was simply a knockoff of SEB’s deep fryer. On the facts of this case, we cannot fathom what motive Sham could have had for withholding this information other than to manufacture a claim of plausible deniability in the event that his company was later accused of patent infringement. Nor does Sham’s testimony on this subject provide any reason to doubt that inference. Asked whether the attorney would have fared better had he known of SEB’s design, Sham was nonresponsive. All he could say was that a patent search is not an ‘easy job’ and that is why he hired attorneys to perform them.”

The Court concluded that “[t]aken together, this evidence was more than sufficient for a jury to find that Pentalpha subjectively believed there was a high probability that SEB’s fryer was patented, that Pentalpha took deliberate steps to avoid knowing that fact, and that it therefore willfully blinded itself to the infringing nature of Sunbeam’s sales.”

Justice Kennedy dissented.  Justice Kennedy agreed § 271(b) must be read with § 271(c) that “therefore that to induce infringement a defendant must know ‘the induced acts constitute patent infringement.’ ”

Justice Kennedy faulted the majority, though, for concluding that willful blindness would suffice:  “Willful blindness is not knowledge; and judges should not broaden a legislative proscription by analogy. * * * In my respectful submission, the Court is incorrect in the definition it now adopts; but even on its own terms the Court should remand to the Court of Appeals to consider in the first instance whether there is sufficient evidence of knowledge to support the jury’s finding of inducement.”

Justice Kennedy urged that the Court majority’s conclusion could not be supported on a moral theory:  “Is it true that the lawyer who knowingly suborns perjury is no more culpable than the lawyer who avoids learning that his client, a criminal defendant, lies when he testifies that he was not the shooter? * * * The answer is not obvious. Perhaps the culpability of willful blindness depends on a person’s reasons for remaining blind. * * * Or perhaps only the person’s justification for his conduct is relevant. * * * This is a question of morality and of policy best left to the political branches.”

Justice Kennedy further urged that “[e]ven if one were to accept the substitution of equally blameworthy mental states in criminal cases in light of the retributive purposes of the criminal law, those purposes have no force in the domain of patent law that controls in this case. The Constitution confirms that the purpose of the patent law is a utilitarian one, to ‘promote the Progress of Science and useful Arts,’ Art. I, § 8, cl. 8.”

The Court majority responded that “Unlike the dissent, we do not think that utilitarian concerns demand a stricter standard for knowledge under § 271(b), * * *. The dissent does not explain—nor can we see—why promoting ‘ “the Progress of Science and useful Arts,” ” * * * requires protecting parties who actively encourage others to violate patent rights and who take deliberate steps to remain ignorant of those rights despite a high probability that the rights exist and are being infringed, * * *.”

Justice Kennedy also urged that “this Court has never before held that willful blindness can substitute for a statutory requirement of knowledge. * * * The question in Spurr was whether the defendant’s admitted violation was willful, and with this sentence the Court simply explained that wrongful intent may be inferred from the circumstances. It did not suggest that blindness can substitute for knowledge.”

Justice Kennedy further faulted the majority for adopting willful blindness for federal criminal cases in a civil case in which no briefing or argument was received from the criminal defense bar.

Lastly, Justice Kennedy noted that facts supporting willful blindness might also support a finding of actual knowledge:  “The jury must often infer knowledge from conduct, and attempts to eliminate evidence of knowledge may justify such inference, as where an accused inducer avoids further confirming what he already believes with good reason to be true.”  Justice Kennedy urged that the facts of the case may suggest that Pentalpha had knowledge that the fryers were infringing, and that a jury could so find.  But that would require reviewing a record that contained over 1,000 pages of trial transcript.  Justice Kennedy contended that the case should have been remanded to the Federal Circuit.
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In Board of Trustees of the Leland Stanford Junior University v. Roche Molecular Systems, Inc.,
 the Court affirmed the Federal Circuit’s judgment that the Bayh-Dole Act did not overturn the rule that rights in an invention belong to the inventor.  However, Justice Breyer’s dissent, joined by Justice Ginsburg, and Justice Sotomayor’s concurrence indicate that at least three members of the Court disagree with the Federal Circuit’s 1991 decision in FilmTec Corp. v. Allied-Signal, Inc.,
 drawing a distinction between assignment language “agree to assign” versus “do hereby assign.”

Cetus, a California research company, in 1985 began to develop methods for quantifying blood borne levels of human immunodeficiency virus (HIV).  The technique of polymerase chain reaction (PCR), also developed by Cetus, was used in those methods.

Cetus, in 1988, began to collaborate with scientists at Stanford’s Department of Infectious Diseases to test new AIDS drugs.  At the same time, Dr. Holodniy joined Stanford as a research fellow.  Dr. Holodniy signed a Copyright and Patent Agreement (CPA) stating that he “agree[d] to assign” to Stanford his “right, title and interest in” inventions resulting from his employment at the University.

Holodniy began work on quantifying HIV levels in blood using PCR.  However, Holodniy was unfamiliar with 
PCR, and his supervisor arranged for him to conduct research at Cetus.  Cetus required that he sign a Visitor’s Confidentiality Agreement (VCA) stating that Holodniy “will assign and do[es] hereby assign” to Cetus his “right, title and interest in each of the ideas, inventions and improvements” made “as a consequence of [his] access” to Cetus.

Holodniy conducted research for 9 months at Cetus, and devised, along with other Cetus employees, a PCR-based procedure for calculating the amount of HIV in a patient’s blood.

Holodniy later returned to Stanford where he and others tested the HIV measurement technique.  Stanford obtained assignments of Holodniy and the others on those developments, and subsequently obtained three patents on the technology.

Roche acquired Centus’ PCR-related assets in 1991, including rights Cetus had obtained under agreements such as the VCA.  Roche commercialized the HIV quantification method developed at Cetus.

In general terms, the Bayh-Dole Act allocates rights in inventions developed from federally funded research between the federal government and the federal contractor.  The Act provides that a federal contractor may elect to retain rights to an invention, and thereafter license or otherwise commercialize the invention.  The federal government, nevertheless, retains certain rights such as “march-in” rights, and receives from the contractor “a nonexclusive, nontransferrable, irrevocable, paid-up license to practice * * * [the] subject invention.”

Some of Stanford’s research was funded by the National Institutes of Health (NIH) which invoked the Bayh-Dole Act.  Stanford disclosed the invention, granted the government the required nonexclusive license, and notified NIH and Stanford elected to retain title.

Stanford filed suit against Roche in 2005 contending that Roche’s HIV test kits infringed Stanford’s patents.  Roche responded, inter alia, that it was a co-owner of the HIV quantification procedure based on Holodniy’s assignment in the VCA.  Roche contended that Stanford therefore lacked standing to sue Roche for patent infringement.  Stanford, on the other hand, contended that Holodniy had no rights to assign because the research was federally funded giving Stanford superior rights in the invention under the Bayh-Dole Act.

The district court held that the VCA had assigned any rights Holodniy had in the invention to Cetus.  However, the district court reasoned that Holodniy had no rights to assign because of the operation of the Bayh-Dole Act.

The Federal Circuit concluded that Holodniy’s CPA with Stanford constituted a mere promise to assign rights in the future whereas Holodniy’s VCA with Cetus was effective to immediately assign his rights to Cetus.  The Federal Circuit concluded as a matter of contract law that Cetus obtained Holodniy’s rights through the VCA.  The Federal Circuit further held that the Bayh-Dole Act did not “automatically void” the rights Cetus obtained from Holodniy.

The Court reasoned that although much had changed in patent law since 1790, the idea that inventors have a right to their inventions had not.  The Court further noted that its precedents, for example, United States v. Dubilier Condenser Corp.,
 confirmed that rights in an invention belong to the inventor.  Also, according to the Court, those precedents confirmed the general rule that an inventor may assign his/her rights to an invention to another.

The Court noted that “[i]n accordance with these principles, we have recognized that unless there is an agreement to the contrary, an employer does not have rights in an invention ‘which is the original conception of the employee alone.’ * * * Such an invention ‘remains the property of him who conceived it.’ * * * In most circumstances, an inventor must expressly grant his rights in an invention to his employer if the employer is to obtain those rights.”

The Court rejected the contention by Stanford and the United States as amicus curiae that the Bayh-Dole Act vested title to federally funded inventions in the inventor’s employer, the federal contractor.  The Court relied on several grounds.  First, the Court noted that Congress had passed statutes specifying that certain inventions developed under federal contracts became the property of the United States, for example contracts dealing with nuclear material and atomic energy, 42 U.S.C. § 2182, contracts with NASA, 51 U.S.C. § 20135(b), and contract with the Department of Energy, 42 U.S.C. § 5908.  The Court noted that similar language was “notably absent” from the Bayh-Dole Act which provided that federal contracts may “elect to retain title to any subject invention.”

The Court also rejected Stanford’s contention that “invention of the contractor” in the Bayh-Dole Act should be read to include all inventions made by the contractor’s employees with federal funding.  The Court found support for its interpretation in the language of the Act.

The Court reasoned that “[i]t would be noteworthy enough for Congress to supplant one of the fundamental precepts of patent law and deprive inventors of rights in their own inventions. To do so under such unusual terms would be truly surprising. We are confident that if Congress had intended such a sea change in intellectual property rights it would have said so clearly—not obliquely through an ambiguous definition of ‘subject invention’ and an idiosyncratic use of the word ‘retain.’ ”

The Court further noted that its construction of the Act was also the common practice, namely contractors generally instituted policies to obtain assignments from their employees, and federal agencies expected federal contractors to secure such assignments.

Justice Sotomayor joined the Court’s majority opinion, but filed a concurring opinion expressing her view that she shared Justice Breyer’s concerns about the Federal Circuit’s opinion in FilmTec.  She noted, however, that Stanford had not raised a challenge on that ground below, but suggested that may be a viable challenge in the future.

Justice Breyer dissented in a dissent joined by Justice Ginsburg.  Justice Breyer wrote that he agreed with the majority that the Bayh-Dole Act “does not simply take the individual inventors’ rights and grant them to the Government,” but “[r]ather, it assumes that the federal funds’ recipient, say a university or small business, will possess those rights. The Act leaves those rights in the hands of that recipient, not because it seeks to make the public pay twice for the same invention, but for a special public policy reason. In doing so, it seeks to encourage those institutions to commercialize inventions that otherwise might not realize their potentially beneficial public use.”

Justice Breyer urged that “[g]iven this basic statutory objective, I cannot so easily accept the majority’s conclusion—that the individual inventor can lawfully assign an invention (produced by public funds) to a third party, thereby taking that invention out from under the Bayh-Dole Act’s restrictions, conditions, and allocation rules. That conclusion, in my view, is inconsistent with the Act’s basic purposes.”

Justice Breyer suggested “two different legal routes” for reaching a conclusion consistent, in his view, the Act’s objectives.  The first would be to overturn the Federal Circuit’s interpretation of the agreements with Stanford and Cetus.  In particular, Justice Breyer criticized the Federal Circuit’s distinction between an agreement providing “I agree to assign” and one providing “I will assign and do hereby assign * * *.”  According to Justice Breyer, “[g]iven what seem only slight linguistic differences in the contractual language, this reasoning seems to make too much of too little.”

Justice Breyer reasoned that in 1988 when Dr. Holodniy signed the CPA with Stanford, “patent law appears to have long specified that a present assignment of future inventions (as in both contracts here) conveyed equitable, but not legal, title.”
  “Under this rule, both the initial Stanford and later Cetus agreements would have given rise only to equitable interests in Dr. Holodniy’s invention. And as between these two claims in equity, the facts that Stanford’s contract came first and that Stanford subsequently obtained a postinvention assignment as well should have meant that Stanford, not Cetus, would receive the rights its contract conveyed.”

The Federal Circuit’s 1991 decision in FilmTec, according to Justice Breyer, “adopted the new rule quoted above—a rule that distinguishes between these equitable claims and, in effect, says that Cetus must win. The Federal Circuit provided no explanation for what seems a significant change in the law. * * * Nor did it give any explanation for that change in its opinion in this case.”

Justice Breyer criticized the FilmTec rule:  “The Federal Circuit’s FilmTec rule undercuts the objectives of the Bayh-Dole Act. While the cognoscenti may be able to meet the FilmTec rule in future contracts simply by copying the precise words blessed by the Federal Circuit, the rule nonetheless remains a technical drafting trap for the unwary. * * * It is unclear to me why, where the Bayh-Dole Act is at issue, we should prefer the Federal Circuit’s FilmTec rule to the rule, of apparently much longer vintage, that would treat both agreements in this case as creating merely equitable rights.”

Justice Breyer further uged that the FilmTec rule created a result that was contrary to the parties’ intentions, as reflected in the Stanford CPA – namely that Dr. Holodniy “will not enter into any agreement creating copyright or patent obligations in conflict with this agreement” – and ran contrary, in Justice Breyer’s view, from a drafter’s reasonable expectation of how the language would be interpreted.

Second, Justice Breyer urged construing the Bayh-Dole Act as requiring an assignment of rights by an employee to the federal contractor.  Justice Breyer conceded that would treat employees of federal contractors differently from private sector employees, but noted that federal employees are already treated differently as a result of Executive Order 10096, requiring assignment of inventions by federal employees to the government.

II. NOVELTY AND LOSS OF RIGHT TO A PATENT — § 102

A. Anticipation
1. Claim Construction

Anticipation is, of course, determined with reference to the claimed invention.
  Thus, the first step in deciding anticipation is to interpret the claims.
  Claim construction is a question of law reviewed de novo on appeal.
  

A court’s interpretation or construction of disputed terms in patent claims applies equally to the issues of infringement and validity.  That is, the interpretation given patent claims to determine infringement must be the same interpretation given those claims in deciding validity.
  Accordingly, the normal rules of claim construction apply. 
a)  “Automatically” Within the Context of a Claim May Not Require the Complete Absence of Human Intervention [image: image314.png]


 
In Cordance Corp. v. Amazon.com,
 the Federal Circuit concluded that the jury had correctly found that certain claims of Cordance’s patents-in-suit were invalid as anticipated, and that the district court had erred in granting Cordance a JMOL to the contrary.

Cordance alleged that Amazon had infringed, inter alia, three patents-in-suit, namely the ‘325 patent, the ‘717 patent, and the ‘710 patent.  The jury concluded that Amazon had infringed certain claims of the ‘710 patent, but that all of the ‘710 patent claims were invalid.  The jury further concluded that Amazon did not infringe any of the claims of the other two patents-in-suit.  The district court granted Cordance’s post-verdict JMOL motion, inter alia, that certain claims of the ‘710 patent were not invalid as anticipated.  On appeal, the Federal Circuit reversed.

The ‘710 patent was drawn to an on-line purchasing system.  Claim 1 called for:

1. A computer implemented method comprising:

providing customer data storing information for a customer usable to automatically complete an on-line purchase of an item from a seller;

providing the customer with information from the seller with respect to an item;

receiving from the customer an indication to initiate a purchase transaction for purchasing the item including metadata associating said customer data with said transaction;

in response to the received indication, automatically completing the purchase of an item from the seller by processing said metadata associating said customer data so as to complete the purchase transaction.

Cordance accused Amazon’s “1-Click®” purchasing features as infringing certain claims of the ‘710 patent.  Cordance accused other features of Amazon’s purchasing system as infringing the other patents-in-suit.

Amazon contended that the claims of the ‘710 patent were invalid as anticipated by Amazon’s 1995 shopping cart system.  According to Amazon, in the 1995 System, a customer could select items for purchase and add those to a “shopping cart.”  To purchase the items, a customer would click a “Checkout” button, and the 1995 System would ask questions vis-à-vis payment method and whether the user had an Amazon account.  In response to the user’s answers, the 1995 System would present an order summary page asking for credit card information, or confirmation of previously used credit card information, and shipping preferences.  If the user clicked “Confirm,” the system would create an order with Amazon, and display a thank you message for the user.

Amazon contended that the district court, in granting Cordance’s JMOL motion, improperly imported a 1-click requirement into the limitation of “automatically completing the purchase of the item.”  Cordance contended that the 1995 System did not automatically complete a transaction because employees had to manually validate and process credit card transactions.

Cordance further contended that the 1995 System did not satisfy the metadata limitation, which the district court had construed to mean “data that describes or associates other data.”  Cordance urged that a “sessionID number” is used in web applications to associate a browsing session with a particular user, and that the 1995 System used an HTTP POST method to transfer the sessionID number.  The accused system, on the other hand, used “cookies” to transfer the sessionID number.  Cordance argued that a sessionID number in 1995 was simply a number, like “1234567,” and was not metadata because it was not in a format such as “session id=1234567.”  Cordance also contended that Amazon’s invalidity theory was “practicing the prior art” which the Federal Circuit had rejected.
The Federal Circuit agreed with Amazon that the claims were anticipated by the 1995 System “as a matter of law.”  The district court had construed “automatically completing the purchase of an item” limitation as “completing the purchase without human input.”  The Federal Circuit concluded that the 1995 System satisfied that limitation because once a user clicked the Confirm button, and Amazon received the sessionID number, the 1995 System automatically completed the transaction and sent an order confirmation.

The Federal Circuit concluded that the district court’s construction of “automatically complete” did not require a complete absence of human involvement from the time an order was placed through when the order was shipped.

The Federal Circuit further concluded that the 1995 system satisfied the “metadata” limitation.  The difference between the 1995 system and the accused system was that the 1995 System transmitted the sessionID number using the HTTP POST protocol, while the accused system used cookies.  The Federal Circuit reasoned that both satisfied the “metadata” limitation because both used the sessionID number.

Lastly, “practicing the prior art,” the Federal Circuit explained that “contrary to Cordance’s allegations, Amazon’s theory of invalidity was not akin to the ‘practicing the prior art’ theory rejected by this court in Tate Access Floors, Inc. v. Interface Architectural Resources, Inc., 279 F.3d 1357 (Fed. Cir. 2002). A ‘practicing the prior art’ defense typically refers to the situation where an accused infringer compares the accused infringing behavior to the prior art in an attempt to prove that its conduct is either noninfringing or the patent is invalid as anticipated because the accused conduct is simply ‘practicing the prior art.’ In Tate, this court explained that accused infringers ‘are not free to flout the requirement of proving invalidity by clear and convincing evidence by asserting a “practicing the prior art” defense to literal infringement under the less stringent preponderance of evidence standard.’ * * * Here, as explained above, Amazon’s experts explained how each of the claim elements is disclosed by Amazon’s 1995 System. Amazon adequately satisfied its burden to show by clear and convincing evidence that each limitation of [of the claims] was found in its 1995 System and thus, these claims are invalid as anticipated.”

b) Claim Construction May Include Arguments and Representations Made During Reexamination:

Party Expert’s Conclusory Testimony Cannot Overcome Clear Disclosure in Prior Art [image: image315.png]



In Krippelz v. Ford Motor Co.,
 the Federal Circuit overturned a $ 56 million judgment against Ford concluding that the asserted claims were invalid for anticipation, and that the district court erred in denying Ford’s motion for JMOL.  Although the Federal Circuit agreed with the district court’s narrowing claim construction based on the record of an ex parte reexamination, the Federal Circuit nevertheless concluded that the asserted claims were invalid for anticipation by a reference that had not been considered during the reexamination.

In 1989, Jacob Krippelz, Sr., who died before the district court had rendered its judgment, filed an application ultimately maturing into the patent-in-suit.  The patent-in-suit was drawn to a vehicle mounted lamp attached to the side view mirror of an automobile, and shining downward:
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Krippelz described the lamp as useful in inclement weather such as rain or fog, in which the light would reflect off of water, dust etc. and be seen by other drivers, but would not interfere with their vision.

The patent issued in 1991, and Krippelz said that he sent a copy to Ford, but Ford was not interested in taking a license.  But in 1997, Ford began offering a new option on its Explorer and other models which the Federal Circuit referred to as a “puddle light.”  The “puddle light” was a lamp on the vehicle’s side view mirror that directed light generally downward, and had a lens that diffused the light to illuminate the vehicle’s side.  

Krippelz filed suit in 1998 asserting that the “puddle light” infringed.  Claim 2 of the patent-in-suit, which the opinion indicated was the focus of the district court proceedings, called for:

2. An emergency warning light for an automotive vehicle having a window on one side thereof, comprising in combination

a housing mounted in a fixed, substantially unadjustable position on said vehicle adjacent to said window,

said housing having an opening in the bottom thereof,

a source of light mounted within said housing for directing a conical beam of light downwardly through said opening along said side of said vehicle below said window so as to be visible from in front of and behind said vehicle, and

said opening and said source of light being positioned to prevent said beam of light from directly impinging on said side of said vehicle. (emphasis added)

During that litigation, Krippelz filed an ex parte reexamination request that included “all the references Ford has identified to the Requestor during the litigation.” The PTO granted the reexamination request, and ultimately confirmed the validity of the claims over the cited prior art.  New claims were also added which apparently have been asserted against Ford in a separate litigation, but those claims were not on appeal.

The litigation progressed through summary judgment and claim construction issues, not recounted in the opinion, until 2008 when Krippelz moved for summary judgment of infringement, which the district court granted from the bench.  A jury then decided validity and damages.

Ford urged that claim 2 was invalid as anticipated, or rendered obvious by, a French patent to DuBois which, according to Ford, taught a “system of lamps and optical devices” for illuminating the pavement next to a vehicle.  Ford argued that DuBois taught all of the limitations of claim 2.

Krippelz presented expert testimony that DuBois did not disclose the “conical beam of light” and a lamp located “adjacent” to the vehicle window limitations.

The jury found that the patent-in-suit was valid over DuBois, and awarded $ 23 million in damages.  After a bench trial on willfulness, the district court found that the infringement was willful, and awarded another $ 11.7 million in prejudgment interest and $ 21 million in enhanced damages.  Ford moved for JMOL of invalidity, and the district court denied the same.  The Federal Circuit reversed.

The Federal Circuit concluded that “[w]e hold that the district court committed reversible error in denying JMOL of invalidity by anticipation over DuBois, and so reverse.”

The Federal Circuit noted that “[i]n this case, the district court supported its denial of JMOL with two potential grounds on which a jury could find for Mr. Krippelz. First, the court held that a reasonable jury could find that DuBois failed to teach the required ‘conical beam of light.’ Second, the court held that a reasonable jury could find that DuBois lacked the required lamp ‘adjacent to the window.’ * * * We reject both grounds as unsupported by the evidence.”

Regarding the “conical beam of light,” the district court construed that to mean “a beam of light that diverges,” and construed “beam of light” to mean “light that both is directed and has a defined sweep range.”  The Federal Circuit agreed with that construction.

However, the district court “further construed” the phrase when instructing the jury.  The district court, when instructing the jury, stated that proving the presence of “directed” light—which was a prerequisite to showing a “conical beam of light”—required proof that “the filament of the light bulb is at or near the focal point of an optical reflector.” The district court further instructed the jury that “parabolic and elliptical reflectors are types of optical reflectors.” The Federal Circuit concluded that those “statements correctly interpreted claim 2’s requirements.”

The Federal Circuit concluded that the specification of the patent-in-suit did not support that interpretation, and “[w]ere we to consider the ’903 patent’s specification and initial prosecution history alone, then, we would find it difficult to affirm the district court’s holding that the term ‘beam of light’ incorporates requirements concerning the shape and focal point of the reflector.”

However, during reexamination, the PTO had rejected claim 2 as having been obvious over two references – “Kim” and “Matsuda.”  Krippelz appealed to the PTO board, and argued over Kim: “The device of Kim does not produce a beam of light. Rather, the light produced by the Kim device is very diffuse and not collimated and consequently not a beam of light.” Krippelz also directed the board to a prior art statement that “In a bulb and reflector system, a filament of the bulb is placed at or near a focal point of a reflector. The light emitted by the bulb filament is collected by the reflector and reflected outward to form a light beam.”

Also, Krippelz submitted a declaration from Dr. Richard Hansler—the same expert Krippelz used at trial – averring that: “[T]he reflecting surface of Kim lacks sufficient symmetry to produce a beam of light, which typically has the light bulb at or near the focal point of a reflector.”

The PTO board subsequently reversed and confirmed the patentability of claim 2.

The Federal Circuit noted that “Mr. Krippelz’s statements are of course now part of the intrinsic record. Taking them into account, we agree with the district court that the term ‘conical beam of light,’ as used in the ’903 patent and in light of Mr. Krippelz’s arguments during reexamination, incorporates limitations as to the shape of the reflector and the positioning of the light source relative to it. As a result of these statements, Mr. Krippelz disclaimed lamps lacking these limitations, and the limitations therefore became part of the properly-construed claims. As the district court properly concluded, Mr. Krippelz’s claimed invention thus requires (1) a reflector having a focal point, such as a parabolic or elliptical reflector, and (2) positioning of the light source at or near the reflector’s focal point. We therefore affirm the district court’s construction of ‘conical beam of light.’ ”

Nevertheless, the Federal Circuit concluded that no “reasonable jury could find that DuBois lacked the required disclosure. DuBois expressly teaches that, with respect to the Figure 17 diagram, its lamp could ‘include a bulb 27 at the focus of a reflector 28[,] the shell of which includes a prolongation 29 forming a screen to prevent the light rays from directly striking the eyes of a driver or pedestrian positioned in front of or behind the vehicle.’ * * * This language expressly satisfies the requirement of a light beam that is both directed and that is generated by a bulb-reflector combination in which the bulb is located at the focal point of the reflector. DuBois further teaches that its light could be a ‘headlight,’ which dovetails neatly with Mr. Krippelz’s express acknowledgement that, in the bulb-reflector combination producing the required light beam, ‘The reflector element can be part of the light bulb, as in a spot light type of lamp bulb.’ ”

The Federal Circuit concluded that the evidence that Krippelz had relied to overcome those disclosures was legally insufficient to support a judgment for Krippelz.

In particular, Krippelz’s expert, Dr. Hansler, had conducted “ray traces” of Fig. 17 in the DuBois reference, and concluded that such a lamp would not produce a “conical beam of light.” The district court cited this testimony as support for the jury’s verdict.

The Federal Circuit noted that “[t]his court has repeatedly cautioned against overreliance on drawings that are neither expressly to scale nor linked to quantitative values in the specification. * * * However, Ford does not appeal, and so we do not take up, the trial court’s denial of Ford’s motion to exclude Dr. Hansler’s ray trace diagrams. * * * In light of Ford’s decision to not appeal the admission of this evidence, it was properly before the jury. On the basis of Dr. Hansler’s testimony, we cannot say that no reasonable jury could have concluded that Figure 17’s disclosure was not anticipating.”

However, the Federal Circuit held that “it was reversible error for the district court to hold the jury’s verdict sustainable on this testimony because Figure 17 depicts just one embodiment of the DuBois invention. DuBois expressly states that other embodiments could use lamps in addition to the one disclosed in its figures, including ‘a headlight, parking light, or other body light.’ * * * The evidence at trial—including testimony from Dr. Hansler himself—was that a headlight (as that word was used in DuBois) creates a ‘beam of light.’ * * * Dr. Hansler’s ‘ray trace’ diagrams of figure 17 notwithstanding, there is no question that DuBois’s disclosure of a ‘headlight’ teaches the required ‘beam of light.’ ”

The district court also credited Dr. Hansler’s testimony that DuBois did not teach a “beam” that was “conical.” The Federal Circuit disagreed as a matter of law: “While DuBois discusses illuminating the area within a rectangle on the pavement next to the car, nowhere does it require that such illumination be only with non-conical light beams. Indeed, many figures in DuBois depict triangles of light extending from various lamps to the surface of the ground. There is no language in DuBois disavowing the most natural interpretation of those triangles, i.e., as two-dimensional depictions of light cones. Further, there are numerous disclosures in DuBois of using multiple lamps to illuminate the target area. * * * Taken as a whole, Dr. Hansler’s testimony that the ‘conical’ limitation was unsatisfied failed to take into account the entire DuBois disclosure. His generic statements that the ‘conical’ limitation was unmet were therefore too conclusory to sustain the jury’s verdict.”

The Federal Circuit concluded that the district court had clearly erred in denying JMOL on the basis that DuBois failed to disclose the required “conical beam of light.”

The Federal Circuit further found that the district court had erred in concluding that a jury could not have reasonably found that DuBois lacked a disclosure of a lamp “adjacent to the window.”  The Federal Circuit concluded that Figs. 5 and 6 of DuBois plainly showed such a lamp:
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Krippelz’ expert, Dr. Hansler, testified that while in one illustrated position the device “might be” adjacent, “it certainly is not clearly adjacent to a side window.”

The Federal Circuit noted that “the conclusory testimony of an expert witness, however, cannot create an issue of fact if none otherwise exists. * * * There is no question that a person of ordinary skill, reviewing these figures, would understand them to show mounting the lamp adjacent to the side window.”

Accordingly, the Federal Circuit concluded that the district court had erred in denying Ford’s motion for JMOL of invalidity.

2. Anticipation of Species by Prior Disclosure of Genus

a) Prior Art Disclosure of Genus Anticipates Species Where Species Limitation is Not Urged as Being Critical and One of Ordinary Skill in the Art Would Expect Process to Operate the Same Over the Range of the Genus [image: image318.png]-
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In ClearValue, Inc. v. Pearl River Polymers, Inc.,[1] the Federal Circuit concluded that a jury’s finding that the prior art failed to anticipate the claimed invention was not supported by substantial evidence, and reversed the district court’s denial of Pearl River’s motion for JMOL. 

ClearValue’s patent-in-suit was drawn to a process for clarifying low alkalinity water using a blend of a high molecular weight quaternized polymer (e.g., DADMAC) and an aluminum polymer. 

Claim 1 called for:

A process for clarification of water of raw alkalinity less than or equal to 50 ppm by chemical treatment, said process comprising:

adding to the water and, prior to or after adding to the water, blending at least one aluminum polymer with a high molecular weight quaternized ammonium polymer in an amount sufficient to form a flocculated suspension in the water and to remove turbidity from the water, said high molecular weight quaternized ammonium polymer comprising at least an effective amount of

high molecular weight diallyl dimethyl ammonium chloride (DADMAC) having a molecular weight of at least approximately 1,000,000 to approximately 3,000,000 and

said aluminum polymer including at least an effective amount of polyaluminum hydroxychloride [ACH] of a basicity equal to or greater than 50%. (emphasis added)

ClearValue asserted that Pearl River indirectly infringed claim 1 by selling high molecular weight DADMAC polymers which customers allegedly used with aluminum polymers to clarify water having an alkalinity below 50 ppm.

A jury concluded that Pearl River was liable for both induced and contributory infringement.  The district court denied Pearl River’s motion for JMOL asserting that the patent-in-suit was invalid as being anticipated by a prior U.S. patent to Hassick.  The district court concluded that Hassick “taught away” from the claimed invention.  On appeal, the Federal Circuit reversed, finding that claim 1 was anticipated.
First, the Federal Circuit found that the district court had erred in relying on testimony that Hassick “taught away” from the claimed invention, noting such testimony was irrelevant to an anticipation analysis.

Second, the Federal Circuit noted that ClearValue conceded that Hassick taught every limitation of claim 1.  However, Clear River contended that substantial evidence supported the jury verdict because Hassick disclosed clarifying water having an alkalinity of 150 ppm or less.  ClearRiver urged that range was too broad to anticipate the 50 ppm limitation of claim 1.

ClearValue relied on Atofina v. Great Lakes Chem. Corp.
  The Federal Circuit concluded that reliance was misplaced.  In Atofina, the patent-in-suit was drawn to a method of synthesizing difluoromethane at a temperature between 330-450 °C. The patent stated that “only a narrow temperature range enables” the process to operate as claimed, and that problems occurred when operating the reaction either below 330 °C or above 400 °C.  Also, during prosecution, the applicant characterized that range as “critical.”

The Federal Circuit in Atofina held that the “considerable difference between the claimed [temperature] range and the range in the prior art” precluded a finding of anticipation. The Federal Circuit explained that the prior art’s teaching of a broad genus (i.e., broad temperature range) does not disclose every species within that genus. The evidence showed that one of ordinary skill would have expected the synthesis process to operate differently outside the claimed temperature range.  The Federal Circuit held that “no reasonable fact finder could conclude that the prior art describes the claimed range with sufficient specificity to anticipate this limitation of the claim.”

Here, the Federal Circuit noted, ClearValue had not argued that the 50 ppm limitation was “critical” or that the process worked differently at various points within the prior art temperature range of 150 ppm or less.  The Federal Circuit further noted that ClearValue had not argued that Hassick failed to teach one of ordinary skill in the art how to use the invention:  “Hassick discloses the exact process claimed and explains that the chemical treatment can be used for clarification of water with 150 ppm or less. * * * Moreover, Hassick gives examples, including one with water with ‘a total alkalinity of 60-70 ppm.’ * * * Certainly if this example had been at 50 ppm there would be no dispute but that Hassick anticipates. To be clear, it is not this example at 60-70 ppm that anticipates because 60-70 ppm is not 50 ppm or less as the claim requires. But rather the disclosure that this chemical process works for systems with 150 ppm or less is what anticipates. The disclosure of 150 ppm or less is a genus disclosure as in Atofina. But unlike Atofina where there was a broad genus and evidence that different portions of the broad range would work differently, here, there is no allegation of criticality or any evidence demonstrating any difference across the range. In fact, the example in Hassick at 60-70 ppm supports the fact that the disclosure of 150 ppm or less does teach one of skill in the art how to make and use the process at 50 ppm.”

Accordingly, the Federal Circuit concluded that the jury thus lacked substantial evidence to find that Hassick did not anticipate claim 1.

3. A Prior Art Reference Must be “Enabling” to Anticipate

a) Evidence That a Prior Art Reference Failed to Disclose Critical Parameter, Coupled With Fact That Other Experts Had Been Unable to Duplicate Results May Lead to Conclusion that Prior Art is Not Enabled [image: image319.png]> o




In Bard Peripheral Vascular, Inc. v. W.L. Gore & Associates, Inc.,
 in what appears to be the last act in this long-running saga, the Federal Circuit panel majority, over a lengthy and spirited dissent by Circuit Judge Newman,
 affirmed the district court’s judgment, following a jury verdict, that Bard’s patent-in-suit was willfully infringed, not invalid for improper inventorship, anticipation, obviousness or lack of written description support, and affirmed the district court’s award of enhanced damages of $ 371,179,742.04 (twice the amount awarded by the jury), plus an on-going royalty, and $ 19 million in attorney’s fees and non-taxable costs.  The issue of anticipation will be addressed here.

The technology was the subject of two earlier appeals, Cooper v. Goldfarb (“Cooper II”)
 and Cooper v. Goldfarb (“Cooper I”)
 involving an interference between Cooper (plant manager for Gore’s Flagstaff, Arizona facility) and Goldfarb (Director of Research and Clinical Staff Surgeon at the Arizona Heart Institute).  As discussed further below, Goldfarb was awarded priority.  The resulting Goldfarb patent was, apparently (the opinion is not entirely clear), assigned to Bard.

The technology involved prosthetic vascular grafts made from highly-expanded polytetrafluoroethylene (ePTFE).  Gore sold ePTFE under the brand name “Gore-Tex.”

The patent-in-suit was filed in 1974 and issued 28 years later in 2002.  In the early 1970s, ePTFE was produced as tubes that had a structure consisting of solid nodes of PTFE connected by thin PTFE fibrils. The distance between the nodes was referred to as the fibril length or the internodal distance. That distance was important to the suitability of the ePTFE material for use as a vascular graft.

Claim 20 was deemed representative:

20. An artificial vascular prosthesis comprising expanded, porous, polytetrafluorocthylene [sic] having a microstructure consisting of nodes inter-connected by fibrils which permits tissue in-growth, wherein an average distance between nodes is not less than about 6 microns and is small enough to prevent transrmural [sic] blood flow.

With respect to the validity issue, the prior art consisted of two articles – one by Dr. Volder and one by Dr. Matsumoto.  Both were considered by the PTO during prosecution of the patent-in-suit.

As recounted in Cooper II, Cooper provided ePTFE tubes to various researchers who evaluated their suitability as vascular grafts.  Cooper discovered that material from ePTFE tubes with fibril lengths of about 5 to 100 microns was suitable for vascular grafts.

Goldfarb was conducting research on artificial vascular grafts.  In 1973, Cooper sent Goldfarb a number of ePTFE tubes for use in that research.  Although it was intended that Goldfarb use the tubes for vascular grafts, Cooper had no right to control Goldfarb’s research, and Goldfarb was not required to use Cooper’s tubes in his research, or to perform his research in any particular manner.

Goldfarb performed several experiments involving 21 grafts from Cooper supplied tubes.  On June 13, 1973, a graft was determined to be successful in a dog.

Cooper filed a patent application on April 2, 1974 claiming the use of ePTFE as a vascular graft.  Goldfarb filed a patent application on October 24, 1974 also claiming ePTFE as a vascular graft.  In 1983, the PTO declared an application-application interference with Cooper as senior party.  The count was:

An artificial vascular prosthesis comprising expanded, porous, polytetraflouroethylene [sic] having a microstructure consisting of nodes interconnected by fibrils which permits tissue in-growth, wherein said fibrils are above about 5 microns up to 100 microns in length.

The PTO board awarded priority to Goldfarb finding that he had reduced the invention to practice before Cooper.  The Federal Circuit, in Cooper I, affirmed finding that Goldfarb had conceived and reduced the invention to practice by July, 1973.  The Federal Circuit also, however, concluded that the PTO board had erred “by failing to consider whether Goldfarb’s efforts inure to the benefit of Cooper.” The case was thus remanded to the PTO board.

In Cooper II, the Federal Circuit concluded that Cooper had conceived the invention, but only after sending Goldfarb the tubes that Goldfarb had used to conceive the invention and reduce it to practice. The Federal Circuit reasoned that Cooper could not have known that the tubes sent to Goldfarb met the claim limitations when he sent them. Also, the Federal Circuit reasoned, Cooper had not communicated his finding to Goldfarb before Goldfarb made the invention, and further Cooper had not exercised reasonable diligence in reducing the invention to practice.

The Federal Circuit, in Cooper II, found that “Cooper has not established that he contemporaneously appreciated that the material tested by Goldfarb met the fibril length limitation of the interference count, and has not established that Goldfarb’s knowledge of the material’s fibril lengths inured to his benefit.” The Federal Circuit accordingly affirmed the board’s decision that “the relationship between Cooper and Goldfarb was such that Goldfarb’s work did not inure to Cooper’s benefit” and priority of invention was awarded to Goldfarb.

In 2003, Bard sued Gore for infringement.  A jury found that the patent-in-suit was not invalid and was willfully infringed.  The jury awarded Bard lost profits in the amount of $102,081,578.82 and reasonable royalties in the amount of $83,508,292.20, and set a reasonable royalty rate of 10%.

The district court characterized the case as “the most complicated case th[e district] court has presided over,” and denied Gore’s motions for JMOL on inventorship, anticipation, obviousness, written description, and willfulness. The district court awarded Bard enhanced damages of twice the jury award, and attorney’s fees.  The district court denied Bard’s request for a permanent injunction, but awarded an ongoing royalty with rates ranging from 12.5% to 20% for Gore’s various types of infringing grafts.  On appeal, the Federal Circuit affirmed.

On the issue of anticipation, the district court found that “the evidence establishes that the 1973 Matsumoto article was not enabling, as neither Gore nor any of the other doctors with whom Gore was working, could determine the structure disclosed in the Matsumoto article or replicate Matsumoto’s results.” The district court cited the trial testimony of Gore’s fact witness who “stated that ‘you couldn’t figure anything’ from the Matsumoto article ‘because the article itself did not define anything.’” The district court found that Gore “failed to establish that a reasonable jury would not have a legally sufficient evidentiary basis to find for [Bard]” and denied Gore’s motion for judgment as a matter of law on anticipation.  The Federal Circuit affirmed.

Matsumoto disclosed that “vascular grafts of expanded polytetrafluoroethylene * * * 3 mm. in internal diameter and 3 to 5 cm. in length, were inserted between the dissected femoral arteries in dogs” and the “patency rates of the grafts of expanded polytetrafluoroethylene [wa]s 100 percent from 4.5 to 11 months following operation.”
The Federal Circuit panel majority reiterated that a “single prior art reference must expressly or inherently disclose each claim limitation to anticipate a claim. Additionally, the reference must enable one of ordinary skill in the art to make the invention without undue experimentation.”

The Federal Circuit panel majority noted that on the question whether Matsumoto was enabled, Bard’s technical expert testified that Matsumoto did “not [provide] enough information,” including the “characteristics of the graft material,” for a doctor to recreate a working vascular graft. Gore’s technical expert also testified that Matsumoto “wouldn’t have been enough for me to even do much with.”

Bard also presented evidence that others were unable to replicate Matsumoto’s work. And there was evidence that other experts in the field also failed to reproduce grafts like Matsumoto’s.
The Federal Circuit panel majority concluded that “[e]ven if Matsumoto were a proper prior art reference, there is substantial evidence that Matsumoto does not anticipate the claimed invention.”
  The panel majority reasoned that the “Supreme Court has recently held that invalidity needs to be proved by clear and convincing evidence. Microsoft Corp. v. i4i Ltd. P’ship, 131 S. Ct. 2238, 2242 (2011). Based on this record, a reasonable jury could find that Gore failed to show by clear and convincing evidence that Matsumoto anticipated the claimed invention.”

B. Loss Of Rights — § 102(b)

1. Patented or Described in a Printed Publication

a) Title of Document, “Mobile Data Network Description,” Held Sufficiently Similar to Problem the Patents Purport to Solve – Transmission of Data to Mobile Computers – That Document Was Accessible: Issues Regarding Authenticity, Namely Additional Staple Holes, Different Paper “Batches,” and Headings Different From Text Did Not Show Any Potential Alterations Occurred After Date of Deposit [image: image320.png]
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In In re NTP, Inc. (“NTP Seven Appeal Op.”),
 in one of two identically styled opinions, both issued on the same day, but by different authors, albeit for the same panel,
 the Federal Circuit addressed a number of issues arising from rejections entered during the reexamination of seven NTP patents.  The reexaminations were requested by Research-in-Motion (RIM), in connection with litigation between RIM and NTP.

The “NTP Seven Appeal Op.” addressed (1) the board’s claim constructions of “electronic mail message” and “electronic mail system,” (2) whether the board erred in concluding that NTP could not antedate several references under 37 C.F.R. § 1.131, (3) whether “Telenor,” eight volumes of a document titled “Mobile Data Networks Description,” constituted a printed publication under 35 U.S.C. § 102(b) (and whether it was authentic), and (4) several rejections unrelated to the construction of “electronic mail message” based on various prior art references.

The issues concerning the “Telenor” reference will be addressed here.

The several patents involved substantially identical specifications.  In general, according to the Federal Circuit, the patents described “a system for sending information (such as electronic mail) from an originating processor (i.e., a personal computer) to a destination processor (i.e., a mobile computer) using an intermediary, an RF receiver. * * * Prior art systems * * * required a portable computer to connect to a public switched phone line in order to access electronic messages. Because it was difficult to locate a telephone jack, the mobile computer user was often unable to receive electronic mail. * * * The inventors set out to solve this problem by introducing a Radio Frequency (RF) network 302. Figure 8 illustrates the invention”
:
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According to the opinion, the individual elements were all known:  “For example, it is undisputed that prior art electronic mail systems used gateway switches to store and forward electronic mail. * * * The present invention introduced an interface switch to the system that communicates between the gateway switch and the RF network. * * * This interface switch receives an electronic mail message from the gateway switch and forwards it, via the RF network, to an RF receiver. * * * The RF receiver then transfers the electronic mail message to the destination processor (mobile computer) when the destination processor is activated. The system also allows for the transmission of electronic mail via the prior art wireline networks.”

The Federal Circuit chose claim 1 of one of the patents-on-appeal as representative, but chose to describe the claim, rather than set out the actual language of the claim:

Claim 1 of the ’960 patent is illustrative of the claims at issue in this appeal and describes a “system for transmitting originated information from . . . originating processors in an electronic mail system to at least one of a plurality of destination processors” comprising 1) a gate-way switch in the electronic mail system to receive and store originated information (the text of an electronic mail message); 2) an RF network to receive originated information from the gateway and transmit it to an RF receiver; 3) an interface switch to facilitate communications between the gateway and the RF network, wherein the address of the interface switch is added during transmission in the electronic mail system; and 4) wherein the electronic mail system may also transmit originated information from an originating processor to a destination processor over a wireline – apart from the RF network.

The Federal Circuit noted that “[o]ther claims in the appeal are broader and remove the specific reference to the gateway switch.”

The board affirmed rejections of claims in several of the patents-on-appeal based on a document referred to as “Telenor.”  NTP argued, inter alia, that Telenor was not “authentic” and did not constitute a “printed publication” under § 102(b) because it was not reasonably accessible.

Telenor was cited to the PTO by RIM.  The document was located in the Norwegian University of Science and Technology (Library) in Trondheim, Norway.  Apparently the document consisted of eight volumes each of which was marked as received and catalogued on a date more than one year before the earliest effective filing date of the patents-on-appeal.

The board had relied on a letter from the Director of the Library that set out the Library’s procedure for receiving, date stamping, and cataloguing documents during the relevant time frame.  The letter stated that the Library date stamped all documents upon receipt, and then classified such documents under a subject matter category.  The Library classified the Telenor document under subject headings “computer networks” and “communication protocols.”  The Library then entered the information into BIBSYS, an online catalogue. According to the Library, BIBSYS allowed searching by author, title, classification number, subject heading, and other fields. The Library said that the Telenor reference would have been available for search shortly after its arrival.

A declaration by Petter Sorsdahl, a Swedish patent attorney, submitted by RIM, stated that he believed that a search in 1989 at the Library would have uncovered the Telenor reference.  He reasoned that the invention of the patents-on-appeal was “mobile data networks” and “mobile telephony.”  The board concluded that the title of the Telenor document, i.e., “Mobile Data Networks Description,” and its library classification, indicated that one of ordinary skill in the art would have located the Telenor document after a reasonable search.

The board also considered a declaration by Dr. Rhyne (presumably an expert offered by NTP) that one of ordinary skill in the art would not have located the Telenor document because the field of the invention of the patents-on-appeal was “electronic mail” and thus one skilled in the art would not have searched for “computer networks” or “communications protocols.”

The board also considered a declaration by a forensic document investigator, David Browne, which was offered by NTP.  Mr. Browne averred that certain documents in the Telenor reference had multiple staple holes indicating that the documents had been disassembled at some stage.  He stated that meant that it was “possible” that pages were taken apart and put back together.  Mr. Browne secondly averred that the Telenor reference included pages from different “batches” of paper.  Mr. Browne thirdly averred that on several pages, the page header appeared to be different from the page text, meaning that someone could have altered the page text.

The board concluded that the Telenor reference constituted a printed publication under § 102(b).  The board concluded vis-à-vis authenticity that the date stamp by the Library evidenced that the document was deposited prior to the critical date and that Mr. Browne’s testimony did not establish that the document had been altered after the critical date.  The board rejected Dr. Rhyne’s opinion as defining the field of the invention too narrowly.

On the issue of authenticity, the Federal Circuit concluded:  “We hold that substantial evidence supports the Board’s finding that the Telenor documents are authentic. We agree with the Board that the letter from the Library is extensive and complete. Further, we have held in the past that ‘[c]ompetent evidence of general library practice may be relied upon to establish an approximate time when a thesis became available.’ * * *.”

The Federal Circuit further concluded that the board was correct in discounting Browne’s declaration.  According to the court, there was no evidence that possible alterations occurred after the date of deposit:

This testimony may support a finding that the document was taken apart and reassembled with staples or that some of the pages may have been photocopied and inserted. But there is an essential element missing from Mr. Browne’s analysis: he does not show any evidence that the alterations took place after the document was deposited with the Library or after the critical date. His testimony only indicates that the documents may have been altered. For example, Mr. Browne states that some pages came from different “batches” of paper, but he fails to indicate that this provides any information about the timing of any alterations. Just because a different batch of paper was used does not mean that an alteration necessarily occurred after the document was deposited with the Library. Likewise, the disparate headers may seem curious, but they give no indication as to the date of any alleged modification. NTP had the burden to prove that the document was not authentic. The Board’s conclusion that NTP has failed to establish that any modifications occurred after the documents were deposited in the Library is supported by substantial evidence.

The Federal Circuit further concluded that NTP had failed to show that any potential modifications were relevant:  “Specifically, NTP does not list all the pages or portions of pages of Telenor that were allegedly altered. This makes it impossible to determine whether the allegedly altered pages were the ones that disclosed the matter relied upon by the Board. For these reasons, we agree with the PTO that the Board did not err in finding Telenor authentic.”

As for accessibility, the Federal Circuit concluded that the board’s conclusion was supported by substantial evidence: “The Board is correct that the patent specification is drawn to a wider field than simply ‘electronic mail.’ The title of the document itself, ‘Mobile Data Network Description,’ is descriptive of the subject matter of the patents and the problem the patents purport to solve – the transmission of data to mobile computers. The subject matter categories Telenor was assigned by the Library, ‘computer networks’ and ‘communication protocols,’ are similarly indicative of the subject matter of the patents at issue. These facts alone amount to substantial evidence that Telenor was available to one of ordinary skill in the art exercising reasonable diligence.”

Comment:  It is, of course, unknown how RIM was able to locate the Telenor reference.  However, there is a significant gap between whether a document is “reasonably accessible” and whether a document is “actually accessible.”  In high-stakes patent litigation where millions if not billions of dollars are at stake, spending tens or even hundreds of thousands of dollars on world-wide searches for prior art may be justified.  And if in doing so a document is located, that does not necessarily mean that the document was “reasonably accessible.”

The Federal Circuit concluded that “[t]he title of the document itself, ‘Mobile Data Network Description,’ is descriptive of the subject matter of the patents and the problem the patents purport to solve – the transmission of data to mobile computers.”

However, using the same patent that the Federal Circuit used as representative, namely U.S. Patent No. 5,436,960, the title of that patent was “Electronic Mail System With RF Communications to Mobile Processors and Method of Operation Thereof.”  The abstract described the disclosure as:

A system for transmitting originated information from one of a plurality of originating processors in an electronic mail system to at least one of a plurality of destination processors in the electronic mail system in accordance with the invention includes a RF information transmission network for transmitting the originated information to at least one RF receiver which transfers the originated information to the at least one of the plurality of destination processors, at least one interface switch, one of the at least one interface switch connecting the electronic mail system to the RF transmission network and transmitting originated information received from the electronic mail system to the RF information transmission network. The originated information is transmitted to a receiving interface switch by the electronic mail system in response to an address of the receiving interface switch and the originated information is transmitted from the receiving interface switch to the RF information transmission network with an address of the destination processor to receive the information. The electronic mail system transmits other originated information within the electronic mail system through a telephone network.
The specification under “Background Art” explains:

The use of computers to send and receive electronic mail messages is becoming very popular globally. Numerous companies (both network and software related) offer electronic mail packages (E Mail) and services. Currently, electronic mail services provide a convenient alternative to the more formal facsimile transmissions of memos and documents. Electronic mail is typically used to send relatively short informal messages between computers within an organization, or to a party located at a distant location or company. Electronic mail services are basically a wire line-to-wire line, point-to-point type of communications. Electronic mail, similar to facsimile transmissions, provides a one-way message. A recipient typically does not have to interact with the message. Electronic mail, unlike facsimile, is a non-real-time message transmission architecture.
Every independent claim referred to “[a] system for transmitting originated information from one of a plurality of originating processors in an electronic mail system to at least one of a plurality of destination processors in the electronic mail system” – or words to like effect.  That is, all independent claims referred to “an electronic mail system.”

There would seem to be little if any doubt that the NTP patents-on-appeal were drawn to electronic mail systems – not the more general issue of “the transmission of data to mobile computers” as Judge Moore posits.

There may have been a basis for sustaining the board’s conclusion that Dr. Rhyne had defined the field too narrowly – but the Federal Circuit points to none in the actual context of the patents-on-appeal.  Moreover, as noted above, the exemplary patent-on-appeal strongly suggests that Dr. Rhyne was correct.

As for the “authentication” issues – Judge Moore seems to acknowledge that Browne’s testimony cast some doubt on the Telenor document.  Nevertheless, she faulted NTP for failing to show that any possible alternations occurred after the document was lodged with the Library.  That seems to impose an almost impossible level of proof. 
2. “On Sale”

a) A Device May be the Subject of an Offer for Sale Prior to Its “being ready for patenting,” But There is No Actual Offer for Sale Until After Conception [image: image323.png]
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In August Technology Corp. v. Camtek, Ltd.,
 the Federal Circuit concluded a jury charge related to when a device is “on sale,” which was based on the AIPLA’s model jury instructions, was erroneous.  The Federal Circuit concluded that a device may be “on sale” prior to conception, but conception must occur before the critical date.  That, however, was clearly dicta – the Federal Circuit held that the device allegedly “on sale” did not have a feature required by the claims, and therefore was not pertinent to an issue of obviousness.  The Federal Circuit expressly held that therefore no need for a new trial on the issue whether the device constituted prior art.

August Tech’s patent-in-suit was drawn to a system and a method for inspecting integrated circuits printed on substrates such as wafers. Claim 1 called for:

An automated system for inspecting a substrate such as a wafer in any form including whole patterned wafers, sawn wafers, broken wafers, and wafers of any kind on film frames, dies, die in gel paks, die in waffle paks, multichip modules often called MCMs, JEDEC trays, Auer boats, and other wafer and die package configurations for defects, the system comprising:

a wafer test plate;

a wafer provider for providing a wafer to the test plate;

a visual inspection device for visual inputting of a plurality of known good quality wafers during training and for visual inspection of other unknown quality wafers during inspection;

at least one of

a brightfield illuminator positioned approximately above,

a darkfield illuminator positioned approximately above, and

a darkfield laser positioned approximately about the periphery of the wafer test plate,

all of which are for providing illumination to the unknown quality wafers during inspection and at least one of which strobes to provide short pulses of light during movement of a wafer under inspection based on a velocity of the wafer; and

a microprocessor having processing and memory capabilities for developing a model of good quality wafer and comparing unknown quality wafers to the model.

One of the issues was whether August Tech’s NSX-80 device was “on sale” prior to the critical date of July 15 1997.

A jury concluded that the NSX-80 had not been placed “on sale” and thus did not constitute prior art under § 102(b).  The district court dismissed Camtek’s charge of inequitable conduct based on non-disclosure of the NSX-80 as moot.  Camtek urged that Jury Instruction 23, which instructed the jury that: “In order to be on ‘sale’ the NSX-80 must also have been ready for patenting at the time the alleged offer for sale is made,” was in error.  Jury Instruction 23 was patterned on the American Intellectual Property Law Association model jury instruction.  Camtek urged that if the jury had considered the NSX-80 to be prior art, the jury would have found that the asserted claims were obvious in light of other prior art.
Under Pfaff v. Wells Elecs., Inc.,
 the “on sale” bar of § 102(b) arises when, before the critical date, “(1) the product is the subject of a commercial offer for sale, and (2) the invention is ready for patenting.”

The Federal Circuit wrote that: “The issue presented in this case is whether the invention must be ready for patenting at the time the alleged offer is made. We conclude that it does not. Under Pfaff, the invention must be ready for patenting prior to the critical date. But to conclude that it must also be ready for patenting at the time of the offer would render the second prong of the Pfaff test superfluous.”

The Federal Circuit added:  “While the invention need not be ready for patenting at the time of the offer, consistent with our cases, we hold that there is no offer for sale until such time as the invention is conceived.”
  The Federal Circuit explained “Pfaff states that the ‘word “invention” in the Patent Act unquestionably refers to the inventor’s conception.’ * * * Therefore, we conclude that an invention cannot be offered for sale until its conception date.”

The Federal Circuit viewed that conclusion as required by Robotic Vision:  “Our decision in Robotic Vision Sys. v. View Eng’g, Inc., 249 F.3d 1307, 1313 (Fed. Cir. 2001) expressly holds that completion of the invention prior to the critical date pursuant to an offer to sell would create a bar. * * * Robotic Vision would have to be overturned for us to hold, as the district court did, that the invention must be ready for patenting at the time of the offer for sale. This we cannot do.”

The Federal Circuit further explained:  “Hence, if an offer for sale is made and retracted prior to conception, there has been no offer for sale of the invention. In contrast, if an offer for sale is extended and remains open, a subsequent conception will cause it to become an offer for sale of the invention as of the conception date. In such a case, the seller is offering to sell the invention once he has conceived of it. Before that time, he was merely offering to sell an idea for a product.”

The Federal Circuit acknowledged that in Sparton Corp. v. United States,
 the Federal Circuit had reasoned that “[u]nder the Claims Court’s analysis, the patented single part release plate was the subject of a commercial offer for sale before it was even conceived. Such a result is illogical.”  However, the Federal Circuit distinguished Sparton:  “Sparton offered and contracted to sell the Navy something entirely different than the patented design. Sparton failed to establish the first prong of the Pfaff test – offer for sale of the invention.”

Although the facts are not entirely clear, apparently a company, ICS, approached August Tech to develop a wafer inspection machine that would suit its needs.  According to the court, in late 1996, having “a concept of what the machine would be,” August Tech issued ICS and a second customer, Eastman Kodak, separate purchase orders for an NSX-80 wafer inspection machine.  Under the terms, ICS was to pay 15% of the purchase price when the machine was ordered, 20% on design review, and 50% when the machine was accepted at ICS’s site.

When August Tech received the initial payment, August Tech began the hardware design during the first quarter of 1997.  The first NSX-80 machine was shipped to ICS for on-site inspection in September, 1997, after the July 15, 1997, critical date.

August Tech argued that at the time of contracting “August had not conceived of the software or hardware components that would be necessary for the machine.”  The Federal Circuit responded that “[w]hile August Tech admits that there was a partial prototype prior to the critical date, the record on appeal is not clear as to whether August Tech had conceived of the NSX-80 prior to the critical date. And we believe this question of fact must be decided by the fact finder in the first instance with a proper statement of the law regarding the first prong of the Pfaff test.”

However, the Federal Circuit further held that “[e]ven if the NSX-80 was on sale, however, it does not disclose the claimed strobing and therefore does not supply the missing element for purposes of the obviousness analysis. * * * Thus, we conclude that even if the jury were to decide that the NSX-80 was on sale and therefore prior art, as a matter of law based on the undisputed facts, it would not render the asserted claims obvious in view of the other cited prior art, * * *. Accordingly, we affirm the court’s denial of JMOL and a new trial on invalidity for obviousness – there is no need for a retrial on the issue of whether the NSX-80 was on sale.”

The Federal Circuit reached the same conclusion vis-à-vis the charge of inequitable conduct – i.e., the NSX-80 was not material prior art under Therasense, Inc. v. Becton, Dickinson & Co.

C. Antedating a Reference

1. Under Rule 131

a) Contrary Testimony by Co-Inventor May Undercut Alleged Evidence of Corroboration [image: image326.png]
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In In re NTP, Inc. (“NTP Seven Appeal Op.”),
 in one of two identically styled opinions, both issued on the same day, but by different authors, albeit for the same panel,
 the Federal Circuit addressed a number of issues arising from rejections entered during the reexamination of seven NTP patents.  The reexaminations were requested by Research-in-Motion (RIM), in connection with litigation between RIM and NTP.

The “NTP Seven Appeal Op.” addressed (1) the board’s claim constructions of “electronic mail message” and “electronic mail system,” (2) whether the board erred in concluding that NTP could not antedate several references under 37 C.F.R. § 1.131, (3) whether “Telenor,” eight volumes of a document titled “Mobile Data Networks Description,” constituted a printed publication under 35 U.S.C. § 102(b) (and whether it was authentic), and (4) several rejections unrelated to the construction of “electronic mail message” based on various prior art references.

The issues concerning whether NTP could antedate several references under 37 C.F.R. § 1.131 will be addressed here.

The several patents involved substantially identical specifications.  In general, according to the Federal Circuit, the patents described “a system for sending information (such as electronic mail) from an originating processor (i.e., a personal computer) to a destination processor (i.e., a mobile computer) using an intermediary, an RF receiver. * * * Prior art systems * * * required a portable computer to connect to a public switched phone line in order to access electronic messages. Because it was difficult to locate a telephone jack, the mobile computer user was often unable to receive electronic mail. * * * The inventors set out to solve this problem by introducing a Radio Frequency (RF) network 302. Figure 8 illustrates the invention”
:

[image: image328.emf]
According to the opinion, the individual elements were all known:  “For example, it is undisputed that prior art electronic mail systems used gateway switches to store and forward electronic mail. * * * The present invention introduced an interface switch to the system that communicates between the gateway switch and the RF network. * * * This interface switch receives an electronic mail message from the gateway switch and forwards it, via the RF network, to an RF receiver. * * * The RF receiver then transfers the electronic mail message to the destination processor (mobile computer) when the destination processor is activated. The system also allows for the transmission of electronic mail via the prior art wireline networks.”

The Federal Circuit chose claim 1 of one of the patents-on-appeal as representative, but chose to describe the claim, rather than set out the actual language of the claim:

Claim 1 of the ’960 patent is illustrative of the claims at issue in this appeal and describes a “system for transmitting originated information from . . . originating processors in an electronic mail system to at least one of a plurality of destination processors” comprising 1) a gate-way switch in the electronic mail system to receive and store originated information (the text of an electronic mail message); 2) an RF network to receive originated information from the gateway and transmit it to an RF receiver; 3) an interface switch to facilitate communications between the gateway and the RF network, wherein the address of the interface switch is added during transmission in the electronic mail system; and 4) wherein the electronic mail system may also transmit originated information from an originating processor to a destination processor over a wireline – apart from the RF network.

The Federal Circuit noted that “[o]ther claims in the appeal are broader and remove the specific reference to the gateway switch.”

The critical date was October 29, 1990.  Apparently NTP asserted a prior actual reduction to practice.  The board, in finding that the proffered evidence did not support a prior reduction to practice, focused on “1) the requirement that e-mail be sent wirelessly and 2) the requirement that the electronic mail system transmit other originated information through a wireline without transmission using the RF information transmission network.”

NTP relied on inventor affidavits from Thomas Campana and Gary Thelen that alleged a reduction to practice date prior to the critical date.

For corroboration, NTP relied on a “Telefind E-Mail Integration document” (Telefind).  NTP argued that Telefind Revision 0, dated October 6, 1990 (prior to the critical date) would corroborate the inventors’ testimony.  However, the version NTP submitted was Revision 2 which had a date of April 9, 1991, after the critical date of October 29, 1990.  The Federal Circuit held that the board had correctly declined to rely on that document.

NTP relied on Campana’s and Thelen’s testimony that Revision 0 and Revision 2 had all of the same key components.  The Federal Circuit noted that “[t]he problem with NTP’s argument is that it is circular. The affiants seek to corroborate their testimony with the Telefind document, but, at the same time, attempt to corroborate the date of the document with their testimony. It would be strange indeed to say that Mr. Campana, who filed the R.131 affidavit that needs corroborating, can by his own testimony provide that corroboration. We agree with the PTO that substantial evidence supports the Board’s determination that the earliest reliable date for the Telefind document is April 9, 1991, the date of Revision 2.”

NTP also sought to rely on four letters written by Campana and a meeting report by a Mr. Andros that allegedly described two demonstrations of the technology prior to the critical date.  Campana, in an August 16, 1990, letter described attempts to integrate the technology with the AT&T network, describing the technology as “network messaging” and involving a “pager and hand held messager.”  On August 31, Campana wrote a similar letter referring to “radio messaging” and “Message pager.”  On September 24, Campana wrote describing “one way radio paging,” “one-way messaging,” and mentioning that AT&T would like to demonstrate the technology at the Comdex show.  The Andros meeting report described a demonstration on October 26, 1990, using a pager as a wireless modem.  Lastly, a November 21, 1990, letter, after the critical date, described a demonstration at Comdex on November 10 as having transmitted “E-mail.”

The board found a lack of corroboration noting that the letters only referred to “messaging” and did not mention “electronic mail.”  The board also relied on the testimony of a third inventor, Michael Ponschke, from prior litigation involving the patents.  Ponschke initially testified in a deposition that the October 26, 1990, demonstration had included electronic mail.  But in later trial testimony, he recanted that statement saying that they had not demonstrated e-mail.  The board credited Ponschke’s later testimony as being consistent with the pre-critical date letters.

The Federal Circuit agreed with the board:  “We agree with the PTO that substantial evidence supports the Board’s finding that these documents do not evidence a reduction to practice prior to the critical date. Mr. Ponschke’s testimony is particularly damaging to NTP’s case. He testified that ‘we did not demonstrate e-mail. We demonstrated messaging.’ * * * This is consistent with the language used in all of the documents prior to October 29. They simply referred to ‘messaging’ or to a ‘pager.’ It was not until November 21, after the critical date, that any document stated that the system transmitted ‘E-mail.’ The November 21 letter details the demonstration at the Comdex show of the transmission of electronic mail. The problem for NTP is that November 10, the date of the Comdex demonstration, is after the critical date (October 29). Proving a November 10 demonstration does not establish reduction to practice prior to October 29. Thus, substantial evidence supports the Board’s determination that these documents do not corroborate the testimony of Mr. Campana and Mr. Thelen. None of the documents describes the transmission of electronic mail prior to the critical date and the testimony of Mr. Ponschke provides sufficient evidence to support the Board’s findings.”

D. Prior Invention - § 102(g)
1. Proof of Prior Invention – Conception, Diligence, Actual Reduction to Practice, Corroboration, § 104 Limitations

a) An Accused Infringer Cannot Obtain the Benefit of the Lower Preponderance of the Evidence Standard of Proof Prevailing in Interference Proceedings Simply by Alleging, as a Defense to Infringement, That the Asserted Patent is Invalid Based on a Co-Pending Patent Unless Common Claimed Subject Matter is First Identified and an Adjudication of Priority is Sought: An E-Mail Ordering Certain Ingredients Does Not Establish Conception Without Further Explanation [image: image329.png]
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In Creative Compounds, LLC v. Starmark Laboratories,
 the Federal Circuit, inter alia, affirmed the district court’s finding that the defendant had not shown invalidity through prior invention because the evidence was insufficient to establish prior conception.

Creative and Starmark were competitors in the market for creatine.  Creatine was an amino acid that assisted in producing adenosine triphosphate during short bursts of high intensity exercise. Fatigue had been associated with a depletion of creatine.  Creatine was used by body builders for improving athletic performance, and was sold as creatine monohydrate in a powder form as a nutritional supplement.  However, that form of creatine had low-solubility in water and low bioavailability.

Starmark owned a patent drawn to creatine salts consisting of two molecules of creatine and one molecule of dicarboxylic acid.  Those salts were water soluble.  Claims 1-6 covered creatine salts, and claims 7-13 covered methods of making creatine salts.

The application maturing into Starmark’s patent was filed on December 18, 2003, claiming priority to a provisional application filed on December 18, 2002.  The patent issued in 2006 to SAN Corporation listing SAN’s CEO, Matthias Boldt, as the sole inventor.  In October 2006, Boldt formed Starmark, and the patent was assigned to Starmark.

Creative’s patent-in-suit was filed on April 30, 2003, and was drawn to dicreatine malate compounds.  Thus, while Starmark’s patent was drawn to a genus of creatine salts, Creative’s patent was narrower.  Creative’s patent issued on October 31, 2006, about one month after Starmark’s patent issued.

After receiving a notice of allowance, Boldt, as SAN’s CEO, sent letters to purchasers of dicreatine malate compounds advising that SAN’s (later Starmark’s) patent would soon issue.

Creative then mailed its own letters advising that it had received a notice of allowance for its patent, and included a letter from its patent counsel advising:

It has also come to my attention that SAN Corporation has sent a number of threatening letters to the industry alleging that it also has received a Notice of Allowance of its patent application entitled Creatine Salts and Method of Making Same [SAN’s/Starmark’s patent] . . . . Even if SAN is correct that a patent will issue from its application, the patent will not be enforceable because of [Creative’s] prior inventions and work.

A SAN customer notified SAN of Creative’s letter and refused to license SAN’s patent.  A letter from another SAN customer similarly stated “we do not believe [SAN’s/Starmark’s patent] to be valid in light of [Creative’s patent] . . . moving forward [we] will no longer be using compounds covered by the [SAN’s/Starmark’s patent].”

Creative filed suit seeking a declaratory judgment that Starmark’s patent was invalid and not infringed.  Starmark answered and alleged infringement of Starmark’s patent, and sought a declaratory judgment that Creative’s patent was invalid.

Starmark filed a motion for summary judgment on all issues.  Creative filed a motion, inter alia, to dismiss Starmark’s declaratory judgment action vis-à-vis Creative’s patent for lack of subject matter jurisdiction.

The district court granted Starmark’s motion finding that Starmark’s patent was not invalid and was infringed.  The district court further denied Creative’s motion to dismiss.

On appeal, the Federal Circuit affirmed the findings that Starmark’s patent was not invalid and was infringed, but reversed the district court’s denial of Creative’s motion to dismiss.  The invalidity issue will be addressed here.

Burden of Proof

Creative, relying on Environ Products, Inc. v. Furon Co.,
 and Slip Track Systems, Inc. v. Metal-Lite, Inc.,
 argued that “[t]he correct standard of proof of priority of invention, as between co-pending interfering patents, is the preponderance of the evidence, the junior party bearing the burden of pleading and proving priority.”
  Creative argued that because the Starmark and Creative patents were co-pending, and because there was no patentable difference between certain claims, it should have been entitled to a preponderance of the evidence standard for proving invalidity of the Starmark patent.

Starmark argued that Environ and Slip Track were distinguishable because both cases involved an action under 35 U.S.C. § 291
 or a judicial delineation of conflicting subject matter.  Starmark urged that here the parties had not stipulated to conflicting subject matter, Creative had not pleaded a count under § 291, and Creative had not presented evidence of conflicting subject matter.

The Federal Circuit agreed with Starmark that Environ and Slip Track were distinguishable on their facts.  Environ involved a three-way priority contest involving two issued patents and a pending application.  The Federal Circuit in Environ noted that “had these applications been the subject of an interference proceeding in the PTO or a § 291 proceeding in the district court, the burden of proof of prior invention would be with the junior applicants, but the standard of proof would be the preponderance of the evidence.”
  The Federal Circuit reasoned in Environ that the formality of filing suit under § 291 should not affect the standard of proof for showing priority of invention, and stating that “[t]he correct standard of proof of priority of invention, as between co-pending interfering patents, is the preponderance of the evidence, the junior patentee bearing the burden of pleading and proving priority.”
  The Federal Circuit in Creative explained that “[t]hus, for the lower standard to apply, there must be common claimed subject matter and the junior party bears the burden of raising this issue.”

The Federal Circuit explained that “[i]n both interference proceedings and § 291 actions, common claimed subject matter must be identified. In an interference proceeding before the PTO, common claimed subject matter is identified at the outset in the form of a ‘count.’ * * * In Environ, the parties had already stipulated to the single description of the interfering subject matter. * * * This court concluded that the fact that the priority dispute arose as a defense to an infringement allegation, rather than in a § 291 action, was irrelevant.”
  The Federal Circuit concluded that Slip Track was similar.

The Federal Circuit concluded that “[b]ecause the facts of this case squarely address the issue, we now hold that an accused infringer cannot obtain the benefit of the lower burden of proof that prevails in an interference proceeding simply by alleging, as a defense to infringement, that the asserted patent is invalid based upon a co-pending patent unless common claimed subject matter is first identified and an adjudication of priority is sought.”

The Federal Circuit noted that “[h]ere, unlike Environ, the parties did not identify or agree on common claimed subject matter. Further, here, unlike in SlipTrack, Creative did not file an action under § 291. Finally, here, unlike in Environ or SlipTrack, the parties did not seek an adjudication of priority as to identified common subject matter. Absent those special circumstances, the preponderance standard of Environ does not apply. * * * Creative faces the same presumption of validity faced by all accused infringers and must prove invalidity by clear and convincing evidence.”

Merits
On the merits, Creative contended that Starmark’s patent was invalid under § 102(g)(2) based on Creative’s prior invention.  Creative asserted that the named inventor of Creative’s patent conceived the subject matter of Starmark’s patent before Boldt, the named inventor of Starmark’s patent.

Creative relied on an email order to Creative’s Chinese supplier for “dicreatine malate” as evidence of conception prior to the filing date of Starmark’s provisional application.  That email, though, also speculated that the method of making dicreatine malate should be the same as the method of making creatine citrate.

The Federal Circuit concluded that email was insufficient to show conception:  “The district court concluded, and this court agrees, that this email is insufficient to establish prior conception of the subject matter of [Starmark’s patent]. Creative failed to submit testimony explaining the significance of this email and whether this reference would constitute conception of subject matter within the scope of even a single claim in [Starmark’s patent]. Moreover, the email fails to reveal knowledge of a process for making dicreatine malate and, to the contrary, merely speculates that the process ‘should’ be like that for creatine citrate. The email far from establishes that Cornelius actually possessed an operative method of making dicreatine malate. In the absence of expert testimony, Creative has failed to show how this email raises a genuine issue of material fact that a method of making dicreatine malate would have been a matter of routine knowledge among those skilled in the art.”

b) The Party Asserting Prior Invention Must Prove That It Appreciated What It Had Made: The Prior Inventor Does Not Need to Know Everything About How or Why Its Invention Worked: Nor Must The Prior Inventor Conceive of the Invention Using the Same Words as the Patentee Would Later Use to Claim It [image: image331.png]-
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So the Federal Circuit held in Teva Pharmaceutical Industries Ltd. v. AstraZeneca Pharmaceuticals LP.
  Teva sued AstraZeneca in the Eastern District of Pennsylvania for infringement of its reissue patent drawn to statin formulations (a class of compounds useful in treating dyslipidemia) stabilized by an “AGCP compound” or by an amino-group containing polymeric compound.  The district court concluded that AstraZeneca’s prior development of the accused CRESTOR® drug constituted a prior invention under 35 U.S.C. § 102(g)(2), invalidating the asserted claims.  On appeal, the Federal Circuit affirmed.

Teva’s patent-in-suit was a reissue of a patent claiming the benefit of a provisional application filed on April 10, 2000.  Teva’s earliest date for conception and reduction practice was December 1, 1999.

AstraZeneca’s accused drug was designed using tribasic calcium phosphate, which is not an AGCP compound, as a stabilizer.  The drug also contained crospovidone, which is an AGCP compound.  AstraZeneca included crospovidone as a disintegrant, and did not understand crospovidone to have a stabilizing effect.

AstraZeneca moved for summary judgment asserting that the asserted claims were invalid under § 102(g)(2) because AstraZeneca had conceived and reduced its drug to practice before Teva’s first conception.

AstraZeneca’s undisputed evidence was that in mid-1999, it had manufactured a 10,000 unit batch of a rosuvastatin calcium formulation containing the same ingredients in the same amounts as its commercial drug.  AstraZeneca made additional batches in the summer and fall of 1999.  AstraZeneca disclosed the ingredients and quantities for its formulation by late summer 1999.

The district court grated the motion for summary judgment finding that “there is no genuine issue of material fact as to whether AstraZeneca arrived at the same [AstraZeneca drug] product formulations that Teva accuses of infringement—and made batches of those formulations—before Teva conceived of or reduced to practice the subject matter of the ’502 patent.”
Although the Teva patent claims called for “wherein said stabilized pharmaceutical composition does not contain a stabilizing effective amount of another stabilizer [other than an AGCP compound] or a combination of other stabilizers,” and AstraZeneca’s formulation included tribasic calcium phosphate -- a non-AGCP-compound -- as a stabilizer, AstraZeneca conceded infringement for the purpose of advancing its summary judgment motion.
Teva argued that the district court had erred in failing to require AstraZeneca to show that it had appreciated the stabilizing effect of crospovidone.  Teva also argued that if the court found that AstraZeneca was the first to invent, them AstraZeneca had suppressed or concealed its invention by failing to disclose that crospovidone functioned as a stabilizer.

AstraZeneca argued that § 102(g)(2) does not require that one understand its own invention in the same terms as Teva claimed it, but only to understand the fact of what it made.  AstraZeneca also argued that because AstraZeneca was not required to appreciate that crospovidone acted as a stabilizer, it could not be charged with suppressing or concealing the same.

The Federal Circuit noted that “this court need only determine, as a matter of law, whether AstraZeneca had to understand that crospovidone stabilized its drug in order to win a priority dispute under § 102(g)(2). For the reasons discussed below, it did not.”

The Federal Circuit reasoned that under § 102(g)(2) “AstraZeneca could establish prior invention by showing that ‘(1) it reduced its invention to practice first * * * or (2) it was the first party to conceive of the invention and then exercised reasonable diligence in reducing that invention to practice.’ * * * Conception occurs ‘when the inventor has a specific, settled idea, a particular solution to the problem at hand * * *.” * * * But ‘[a]n inventor need not understand precisely why his invention works in order to achieve an actual reduction to practice.’ * * * In order to establish reduction to practice, the prior inventor must have (1) constructed an embodiment or performed a process that met all the claim limitations and (2) determined that the invention would work for its intended purpose.”

Citing Dow Chemical Co. v. Astro-Valcour, Inc.,
 Mycogen Plant Sci. v. Monsanto Co.,
 and Invitrogen Corp. v. Clontech Labs., Inc.,
 the Federal Circuit concluded that “[t]o establish prior invention, the party asserting it must prove that it appreciated what it had made. The prior inventor does not need to know everything about how or why its invention worked. Nor must it conceive of its invention using the same words as the patentee would later use to claim it.”

The Federal Circuit held that “[i]n this light, it is apparent that the district court correctly entered summary judgment.”
  The Federal Circuit explained that “AstraZeneca had to appreciate that the compound it asserted as its invention was stable and what the components of this formulation were. There is no question that AstraZeneca had this appreciation. However, AstraZeneca did not need to appreciate which component was responsible for the stabilization.”

III. OBVIOUSNESS/NON-OBVIOUSNESS — § 103

A. Appellate Review

1. PTO Review

a) The PTO Carries Its Procedural Burden of Establishing a Prima Facie Case When Its Rejection Satisfies 35 U.S.C. § 132 in Notifying the Applicant By Stating the Reasons for the Rejection, Objection or Requirement, Together With Such Information and References as May be Useful in Judging the Propriety of Continuing Prosecution of the Application [image: image332.png]
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So the Federal Circuit held in In re Jung.
  Although the rejection was for anticipation and single-reference obviousness, the issue is addressed here because the issue of whether the PTO has made out a prima facie case most frequently arises in the context of § 103.  The Federal Circuit rejected Jung’s contention that a prima facie case required an “[o]n-the-record showing of a reasonable, broadest reasonable claim construction and * * * a record showing that there is evidence bridging the facial differences between that reasonable claim construction and the purported anticipatory reference which here was this Kalnitsky controller.”

The case received attention in various Internet blogs as raising the issue of when the PTO had established a prima facie case, i.e., when the applicant is required to substantively respond to the rejection.  Amicus curiae briefs were filed by Constellation Law Group, PLLC, Margaret Anderson and Electronic Inventory Solutions, Inc., and the Minnesota Intellectual Property Law Association.  

Jung’s application was drawn to a photo-detector array system for transforming light inputs into electrical signals.  Fig. 1 illustrated a photo-detector array 100 as follows:
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The dispute concerned “Well-Charge-Level Controller” 108, which the Federal Circuit emphasized by the foregoing circle.  Jung’s application described the well-charge-level controller as follows:

Well-charge-level controller 108 typically gains knowledge of the detected accumulated charge level of charge well 102 from an output of well-charge-level detector 114. Well-charge-level detector 114 relatively continuously senses the level of charge in charge well 102 and generates the output indicative of that charge in a form appropriate to well-charge-level controller 108.

Jung further noted in the specification that “[t]hose having ordinary skill in the art will appreciate that the specific devices and processes described herein are intended as merely illustrative of their more general counterparts.”

The claims called for:

1. A system comprising:

a photo-detector array having a first charge well;

a first charge pump operably coupled with the first charge well; and

a first charge counter operably coupled with said first charge pump.

4. The system of Claim 1, further comprising:

a first well-charge-level controller operably coupled with said first charge pump.

5. The system of Claim 4, wherein said first well-charge-level controller operably coupled with said first charge pump further comprises:

a processor configured to control said first charge pump utilizing at least one of a proportional, integral, and derivative control.

The examiner in a first office action rejected all then-pending claims for anticipation or single-reference obviousness over a patent to Kalnitsky.  Presumably because the issue on appeal was whether the examiner had established a prima facie case, the Federal Circuit reproduced the rejections in its opinion:

Regarding Claim 1, Kalnitsky et al. teach (see Fig. 2, 3, 6) a system comprising a photo-detector array (array of pixel cells (200)-see Col. 2, lines 55-61) having a first charge well (214) (see Col. 5, lines 5-15), a first charge pump (320) (see Col. 5, lines 28-33, 37-39) operably coupled with the first charge well, and a first charge counter (330) (see Col. 6, lines 56-67) operably coupled with said first charge pump (through controller (340)) (see Col. 5, lines 28-33, 37-39 and Col. 6, lines 38-44, 64-66). * * *
Regarding Claim 4, Kalnitsky et al. teach a first well-charge-well [sic] controller (340) operably coupled with said first charge pump (see Col. 5, lines 37-39 and Col. 6, lines 38-44, 64-66).

Regarding Claim 5, Kalnitsky et al. teach said first well-charge-level controller operably coupled with said first charge pump further comprises a processor (340) (since the controller 340 performs “determination” and/or “look-up”, it is a processor- see Col. 6, lines 38-40 and Col. 7, lines 8-9) configured to control said first charge pump utilizing at least one of a proportional, integral, and derivative control (charge pump control is proportional to the read out current- see Col. 6, lines 56-66).

Jung responded by amending claims 1 and 5, and arguing that the “ ‘well-charge-level controller’ recitations of [amended] Claim 1 are different from the ‘controller 340’ recitations of [Kalnitsky], and thus controller 340 of [Kalnitsky] does not match the ‘well-charge-level controller’ of herein-amended Independent Claim 1.”

The examiner again rejected all pending claims.  The examiner was not persuaded by Jung’s argument vis-à-vis Kalnitsky.  The examiner again analogized the “well-charge-level controller” of the claim with “controller 340” in Kalnitsky.
On appeal to the board, Jung argued that the “well-charge-level controller” must “more or less continuously adjust[] the control signal inputs of active charge source 104 and/or active charge sink 112,” as disclosed “in one exemplary embodiment.” Jung argued that Kalnitsky disclosed only a reset controller.

The board agreed that Kalnitsky disclosed a reset controller, but noted that the question was whether the claim language was broad enough to read on that controller.  The board, like the examiner, construed “well-charge-level controller” as “any component that controls the charge level of a well.”  The board noted that Jung could have amended the claims to narrow that scope, but had not.  The board further noted that because the examples in the specification were exemplary, the claims should not be limited to those embodiments.  The board concluded that the Kalnitsky controller anticipated the claimed controller.

The board did, however, reverse the examiner’s rejection of claim 5, concluding that the examiner had not adequately explained how Kalnitsky disclosed proportional control as claimed.

Jung filed a request for rehearing urging that the board had not addressed whether the examiner had established a prima facie case.  The board rejected that argument noting that establishing a prima facie case was simply a procedural mechanism for allocating burdens at various stages of prosecution, and that the ultimate issue was anticipation, which the board had addressed.

On appeal to the Federal Circuit, Jung focused on the question whether the examiner had made out a prima facie case.  The Federal Circuit noted:  “Jung frames this appeal much as he framed the appeal to the Board, as a challenge only to the existence of a prima facie case of invalidity, as distinct from the ultimate conclusion of invalidity. Jung admitted at oral argument that if this court finds that the examiner properly made out a prima facie case, then the decision of the Board should be affirmed. * * * In other words, Jung does not challenge the substance of the prima facie rejection, but only the procedure.” (emphasis by the court)

The Federal Circuit explained that “[a]s this court has repeatedly noted, ‘the prima facie case is merely a procedural device that enables an appropriate shift of the burden of production.’ * * * The Patent and Trademark Office (‘PTO’) satisfies its initial burden of production by ‘adequately explain[ing] the shortcomings it perceives so that the applicant is properly notified and able to respond.’ * * * In other words, the PTO carries its procedural burden of establishing a prima facie case when its rejection satisfies 35 U.S.C. § 132, in ‘notify[ing] the applicant * * * [by] stating the reasons for [its] rejection, or objection or requirement, together with such information and references as may be useful in judging of the propriety of continuing the prosecution of [the] application.’ * * * That section ‘is violated when a rejection is so uninformative that it prevents the applicant from recognizing and seeking to counter the grounds for rejection.’ ”

The Federal Circuit understood Jung’s argument to be that “the prima facie case requirement is procedurally flawed unless the examiner provides an

[o]n-the-record showing of a reasonable, broadest reasonable claim construction and * * * a record showing that there is evidence bridging the facial differences between that reasonable claim construction and the purported anticipatory reference which here was this Kalnitsky controller.”

The Federal Circuit disagreed.  The court noted that both the first and second office actions notified Jung that the examiner viewed Jung’s “well-charge-level controller” to be the same as Kalnitsky’s “controller 340.”  

The Federal Circuit also specifically rejected Jung’s argument that the requirement for establishing a prima facie case goes beyond the notice requirements of § 132:  “Jung contends that establishing a prima facie case requires more than just notice under § 132, and that what-ever else may be required is part of the examiner’s burden in rejecting any claim. According to Jung, until that burden is met by the examiner, the rejection need not be challenged on the merits by the applicant.”

The Federal Circuit rejected that argument: “This court disagrees and sees no reason to impose a heightened burden on examiners beyond the notice requirement of § 132. Jung, without any basis, would have this court impose additional prima facie procedural requirements and give applicants the right first to procedurally challenge and appeal the prima facie procedural showing before having to substantively respond to the merits of the rejection. Such a process is both manifestly inefficient and entirely unnecessary. Indeed, Jung’s arguments as to why the examiner failed to make out a prima facie rejection are the same arguments that would be made on the merits.”

The Federal Circuit also rejected the contention that an examiner must make “on the record” claim constructions:  “There has never been a requirement for an examiner to make an on-the-record claim construction of every term in every rejected claim and to explain every possible difference between the prior art and the claimed invention in order to make out a prima facie rejection.”

According to the Federal Circuit, “[a]s discussed above, all that is required of the office to meet its prima facie burden of production is to set forth the statutory basis of the rejection and the reference or references relied upon in a sufficiently articulate and informative manner as to meet the notice requirement of § 132.”

The Federal Circuit concluded that the examiner had done so here.
B. The Obviousness/Non-Obviousness Analysis – Post KSR
1. “Range” Cases

a) Ordinarily, Where a Range is Disclosed in the Prior Art, and the Claimed Invention Falls Within That Range, There is a Presumption of Obviousness That May be Rebutted by Showing Either That the Prior Art Taught Away From the Invention, or New and Unexpected Results Relative to the Prior Art [image: image335.png]
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In Tyco Healthcare Group LP v. Mutual Pharmaceutical Co., Inc.,
 the Federal Circuit affirmed the district court’s grant of summary judgment that two claims, drawn to a pharmaceutical composition, were invalid over prior art disclosing a broader range than the claimed range, even though the prior art did not disclose that the composition would be effective in the disclosed range.

Tyco held rights to the patent-in-suit drawn to temazepam formulations used in the treatment of insomnia.  Various formulations of temazepam had been marketed internationally since the 1970s, and in the United States under the name Restoril® since 1981.  The patent-in-suit, however, claimed lower dosage levels, i.e., 6 to 8 milligrams and 7.5 milligrams.

Claim 1 called for:

A hard gelatin capsule containing a temazepam formulation consisting essentially of 6 to 8 milligrams of crystalline temazepam having a surface area of from 0.65 to 1.1 m2/g and 95% of the temazepam having a particle size of less than 65 microns in admixture with a pharmaceutically acceptable carrier therefor.

Claim 2 was the same except it called for 7.5 milligrams of crystalline temazepam.  Tyco’s predecessor-in-interest began marketing Restoril® in 7.5 mg dosages in 1991.

Mutual filed an ANDA seeking approval to sell a generic version of 7.5 mg temazepam capsules.  Tyco then filed an action for infringement.  Tyco subsequently filed a motion for a preliminary injunction after Mutual had received tentative FDA approval.  The district court denied the same because Mutual’s ANDA required the surface area of the crystalline temazepam to be at least 2.2 square meters per gram – and thus outside the scope of the claims.

Mutual later moved for summary judgment of non-infringement and invalidity.  The district court granted summary judgment of invalidity concluding that the claims would have been obvious.  The district court noted that Restoril® capsules had been sold in the United States in 15 mg and 30 mg dosages more than a year before the priority date of the patent-in-suit.  The district court secondly noted that a 1983 volume of the British National Formulary (BNF), a medical reference book published in the United Kingdom, directed physicians to use of temazepam at a dosage between 5 and 15 mg for the treatment of insomnia in the elderly.  The district court thirdly noted that the parties did not dispute that “physicians always seek to prescribe the lowest effective dose of any medication, particularly hypnotics such as temazepam.”  The district court concluded that it would have been obvious to a person of ordinary skill in the art to combine the preexisting 15 mg Restoril® capsule with the dosage range identified in the BNF reference.

On appeal, the Federal Circuit affirmed.  The Federal Circuit noted, inter alia, that “[t]he only physical feature distinguishing the * * * claims from the Restoril® 15 mg capsules is the amount of temazepam contained in the capsule.”  The Federal Circuit further noted that “[i]n 1987, Tyco’s predecessor-in-interest filed a Supplemental New Drug Application with the FDA for manufacture and sale of 7.5 mg temazepam capsules within the scope of both * * * claims. The application stated that:

[t]he formulation and manufacture of Restoril® Capsules, 7.5 mg are similar to that used for the 15 and 30 milligram capsules . . . . The formulation differs only in the reduction of the dose. . . . The capsule manufacturing method is exactly the same as has been described for the currently marketed doses.

The Federal Circuit concluded that “[g]iven that uncontested description, the only limitation of the two * * * claims that was not fully disclosed by the prior art Restoril® capsules is the lower dosage of temazepam.”

The BNF reference disclosed, inter alia, that “Dose: 10-30 mg (elderly patients 5-15 mg), increasing in severe insomnia to 60 mg, 30 minutes before bedtime.”  The Federal Circuit noted that “[o]rdinarily, ‘where there is a range disclosed in the prior art, and the claimed invention falls within that range, there is a presumption of obviousness.’ * * * That presumption is rebuttable either by a showing that the prior art taught away from the invention or by a showing of new and unexpected results relative to the prior art.”

Tyco argued, based on testimony by its technical expert that the BNF reference did not state that a dose of 6 to 8 mg, or 7.5 mg, was effective in treating insomnia.  The Federal Circuit agreed those statements correctly described the contents of the BNF reference, but did not “undermine” the district court’s conclusion of obviousness.  The Federal Circuit noted that the claims of the patent-in-suit did not address the intended use of the capsules, and that the manufacture of a 7.5 mg temazepam capsule within the claim limitations would infringe regardless of the efficacy of the product.  

Tyco urged that nevertheless all properties of a composition are relevant to the issue of obviousness.  The Federal Circuit rejected that argument noting:  “That argument is unavailing. ‘The discovery of a new property or use of a previously known composition, even when that property and use are unobvious from the prior art, can not impart patentability to the known composition.’ * * * The recommendation in the BNF of a range of temazepam dosages that include the dosages claimed in the [patent-in-suit] renders obvious the claims to those dosages even in the absence of documentation in the BNF of the effectiveness of such dosages.”

Tyco further argued that secondary considerations supported a finding of non-obviousness, pointing to experimental results described in the patent as “unexpected.”  They rejected that argument noting that “[u]nsupported statements in the specification, however, cannot support a finding of unexpected results.”

The Federal Circuit similarly rejected Tyco’s other arguments of unexpected results.

Tyco further argued that the commercial success of the Restoril® 7.5 mg capsules supported a finding of non-obviousness, noting annual sales of more than $ 30 million.  The Federal Circuit held that the district court was correct in concluding that the evidence of commercial success did not overcome the strong showing of obviousness.

2. Predictable Result
a) Updating a Prior Art System to Use Modern Electronics or the Internet May Be Obvious As a Matter of Law [image: image337.png]
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In Western Union Co. v. MoneyGram Payment Systems, Inc.,
 the Federal Circuit reversed the district court’s denial of a JMOL following a jury trial in which the jury held that the patents-in-suit were valid and infringed.  The Federal Circuit concluded that the asserted claims would have been obvious as a matter of law.

Western Union was the owner of the four patents-in-suit (the ’203, ’747, ’309, and ’094 patents) drawn to a system for performing money transfers such as those offered by Western Union.  In general, a customer would go to a Western Union retail location, identify a recipient, and tender an amount of money to be transferred to the recipient.

Prior art systems required customers to fill out forms with transaction information.  The ‘203 patent was drawn to a method of performing formless money transfers using an electronic transaction fulfillment device (“ETFD”). Figure 1 from the ’203 patent illustrates:
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In that system, a customer could call a customer service representative (“CSR”) at a financial institution, who obtained details of the transfer and stored the same on a host computer (18). The customer was then later able to complete the transaction at a retail location where an agent was able to retrieve the transaction from the computer (18) through an ETFD (22) and accept the required amount of money from the customer. 

Claim 1 was deemed representative:

1. A method of performing a money transfer send transaction, the method comprising:

providing a sender direct access to an employee of a financial services institution in order to receive transaction details from the sender;

storing, on a data base, the transaction details provided by the sender, wherein the transaction details include a desired amount of money to be sent by the sender to a recipient;

establishing a code that corresponds to the transaction details stored on the data base, wherein the code is established for use by the sender during the send transaction;

storing the code on the data base such that the code is useable to identify the send transaction on the data base;

entering the code into an electronic transaction fulfillment device in communication with the data base to retrieve the transaction details from the data base after the step of storing the code on the data base; and

determining a collect amount, to be collected from the sender, based on the transaction details;

wherein the code is not provided by or to the recipient for use by the recipient during the send transaction. (emphasis added by the court)

Dependent claim 12 added that an employee of the money transfer business provided the identifying code, and dependent claim 16 added collecting money from the sender, notifying the database of the collection, and recording the transaction as complete.

The ‘747 and ‘309 patents-in-suit were continuations of the ‘203 patent.  According to the Federal Circuit, the ‘309 patent contained claims similar to those of the ‘203 patent.  The ‘747 patent, again according to the Federal Circuit, added the use of internet-based communications.  Claim 20 was deemed representative:
20. A method of performing a money transfer send transaction through a financial services institution, the method comprising:

receiving transaction details on a first computer of the financial services institution, wherein the transaction details are provided by a sender and include a desired amount of money to be sent by the sender to a recipient;

storing the transaction details on the first computer;

establishing a code that corresponds to the transaction details, wherein the code is established for use by the sender during the send transaction;

storing the code on the first computer such that the code is useable to identify the send transaction;

receiving the code at the first computer from an electronic transaction fulfillment device in communication with the first computer after the step of storing the code on the first computer;

validating the code received from the transaction fulfillment device by comparing the code received from the transaction fulfillment device with the code stored on the first computer; and

transmitting a collect amount, to be collected from the sender, from the first computer to the transaction fulfillment device if the code received from the transaction fulfillment device is valid;

wherein at least a portion of the method is performed using TCP/IP, and wherein the code is not provided by or to the recipient for use by the recipient during the send transaction. (emphasis added by the court)

During prosecution, the applicants filed a terminal disclaimer in the ‘747 and ‘309 patents to overcome double patenting rejections based on the ‘203 patent.

A prior art system owned by Orlandi Valuta, also a money transfer company, was similar in that customers were not required to fill out forms.  The following illustrates Orlandi Valuta’s “Red Phone” system:
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A customer used a telephone (typically red and located at an Orlandi Valuta retail office) to initiate a transaction with an Orlandi Valuta CSR.  The CSR entered the information received from the customer into a computer system, and would then fax an invoice to a retail location.  The customer would not receive a confirmation number for the transaction, but was required to wait at the retail location until an agent called out the name of the customer.  Western Union acquired Orlandi Valuta in 1997.

The patents-in-suit were said to solve problems with the Orlandi Valuta system.  The inventors contended that the Orlandi Valuta system was not a viable formless system for Western Union.

Moneygram, a direct competitor of Western Union, developed a “FormFree” money transfer system in 2000.  In that system, a customer was provided with a confirmation number which was provided to a retail agent who then completed the transaction.  In 2003 MoneyGram learned of the patents-in-suit and developed a “design-around.”

The district court granted summary judgment that MoneyGram’s “design-around” system did not infringe the asserted claims of the ‘094 patent.  Western Union withdrew its infringement claim vis-à-vis the ‘309 patent.  A jury found that MoneyGram’s “design-around” system infringed several claims of the ‘203 patent, and one claim of the ‘747 patent under the doctrine of equivalents.  The jury also held that MoneyGram’s pre-design-around system infringed other claims as well.  The jury awarded Western Union reasonable royalty damages of approximately $ 16.5 million.

After trial, MoneyGram renewed its JMOL motion that the asserted claims would have been obvious in light of the Orlandi Valuta system.  The district court denied the motion.  The district court found that the Orlandi Valuta system did not use an ETFD terminal and did not use a code.  The district court held that it would not have been obvious to combine the same with the Orlandi Valuta system.  The district court also relied on secondary considerations such as commercial success and that both parties had made investments in designing systems that were better than the Orlandi Valuta system.  On appeal, the Federal Circuit reversed.

Western Union argued that the Orlandi Valuta system lacked at least: (1) the “code” that was established for use by the sender during a send transaction; (2) an ETFD; and (3) the use of the Internet.  The Federal Circuit nevertheless held that “Western Union’s asserted claims would have been obvious as a matter of law.”

With respect to the ETFD, the specification of the ‘203 patent disclosed that one embodiment of the ETFD was a FDX-400, available from Western Union, which included a numeric keypad, one or more function keys, and a display device.  There was evidence at trial that the Orlandi Valuta system used an FDX-400 device, although at the CSR location, not at the retail location.  The Federal Circuit concluded that “no reasonable jury should have found that MoneyGram failed to present sufficient evidence to demonstrate that electronic transaction devices, at least as sophisticated as the FDX-400, were commonplace in the art at the time of the invention.”

As for motivation, the Federal Circuit noted that it had held in other cases that “applying computer and internet technology to replace older electronics has been commonplace in recent years.”
  The Federal Circuit concluded that “[h]ere too, we find the use of an electronic transaction device where the prior art employed a fax machine to be an unpatentable improvement at a time when such a transition was commonplace in the art. * * * We fail to see how it would have been difficult for a person of ordinary skill in the art to integrate an electronic transaction device that was available from Western Union itself into a well-known money transfer system that was also owned by Western Union at the time of the invention.”

The court reached the same conclusion vis-à-vis claim 20 of the ‘747 patent, concluding that “it would have been obvious for a person of ordinary skill in the art to use internet-based protocols in networking the systems used in the ’203 patent.”

With respect to the use of a “code,” the Federal Circuit concluded that the prior art system used a “code”:  “At trial, MoneyGram established that the code printed on the invoice given to the Orlandi Valuta customer could be used to track the transaction. In light of this evidence, we conclude that it would have been common sense for a person of ordinary skill in the art to use a code generated at the staging phase and provided to the customer to be used at the retail location to look up transaction information in the manner claimed by the asserted patents.”

As for the secondary considerations, the Federal Circuit concluded that Western Union had not shown a nexus to the claimed invention.  The court added that “[m]oreover, weak secondary considerations generally do not overcome a strong prima facie case of obviousness.”

b) Research Failures May Show Lack of a Reasonable Expectation of Success

In Eli Lilly & Co. v. Teva Pharmaceuticals USA, Inc.,
 the Federal Circuit affirmed the district court’s conclusion that certain of Lilly’s asserted patents were valid and infringed by Teva’s filing of an ANDA to market a generic version of Lilly’s drug Evista®, and two other asserted patents were invalid due to lack of written description support.

The patents-in-suit were grouped into (1) Bone Loss Patents, (2) Low Dose Patent, and (3) Particle Size Patents.  All related to treating osteoporosis, a disease that causes loss of bone mass without a reduction in bone volume. Osteoporosis thus makes bones porous and fragile.
The active ingredient in Evista® was raloxifene hydrochloride, part of a class of compounds known as antiestrogens that were developed to treat estrogen-dependent breast cancer.  However, those compounds had side effects such as increasing risk of endometrial cancer.

Lilly researchers first pursued raloxifene as a treatment for breast cancer, but found that the compound had low bioavailability.  One researcher reported that the compound had no antitumor effect and recommended not pursuing further research.  However, Lilly researchers continued to investigate the compound and found that raloxifene prevented bone loss in ovariectomized rats.  Lilly’s Project Team Approval Committee (PTAC) approved human clinical trials of raloxifene in postmenopausal women for the treatment of postmenopausal osteoporosis despite concerns over bioavailability.  

Lilly filed its first patent application on what became the three Bone Loss Patents before the results of the PTAC study were completed.  However, example 5 in the specification provided the “blueprint” for the PTAC approved study.  Example 1 discussed the rat study.  The application also disclosed previous Lilly internal studies that rapid conjugation of raloxifene would not necessarily detract from its efficacy in humans.  The PTO ultimately issued the Bone Loss Patents, having the following representative claim:

A method of inhibiting post-menopausal bone loss in a post-menopausal woman in need of treatment to prevent or treat post-menopausal osteoporosis comprising administering a single daily oral dose to said woman of an effective amount of [raloxifene] hydrochloride.
After further clinical studies to determine dose responses, Lilly filed the application that ultimately matured into the Low Dose Patent.  A representative claim was:

A method of preventing post-menopausal osteoporosis in a post-menopausal woman in need of treatment to prevent post-menopausal osteoporosis comprising administering to said woman a hydrochloride salt of * * * [raloxifene] in an amount of 60 mg/day.

The Particle Size Patents described processing raloxifene particles until their size fell “within a specified narrow range.”  The patents disclosed that within the claimed particle size range, the raloxifene particles provided “surprisingly consistent in vivo absorption/bioavailability characteristics.”  A representative claim was:

A compound of formula I * * * [raloxifene] and pharmaceutically acceptable salts and solvates thereof, characterized in that the compound is in particulate form, said particles having a mean particle size of less than about 25 microns, at least about 90% of said particles have a size of less than about 50 microns.

With respect to the Bone Loss Patents, Teva contended the asserted claims were invalid as having been obvious.  Teva relied on (1) a Schreiber Patent, (2) a Jordan reference, and (3) Lilly’s own actions.  The district court had concluded that the widely reported bioavailability concerns would have dissuaded one of ordinary skill in the art from reasonably expecting being able to successfully treat postmenopausal osteoporosis using raloxifene.  The Federal Circuit agreed:  “Teva points to no evidence from before the time of invention that would teach, suggest, or motivate or supply any common sense reason for a person of ordinary skill in the art to reject the bioavailability concerns and routinely, simply, or easily arrive at the inventive result.”

The Schreiber Patent suggested using raloxifene for the treatment of autoimmune diseases.  Before filing his application, Schreiber had visited Lilly in an effort to interest Lilly in developing raloxifene for the treatment of autoimmune diseases.  In declining, Lilly shared the results of the Phase I study that showed raloxifene had low bioavailability.  Later, in 2003, Lilly filed reissue applications for two of the Bone Loss Patents in light of the Schreiber Patent to make clear that the Lilly patents were directed solely to the treatment of postmenopausal bone loss and did not also encompass the treatment of autoimmune disorders.

Teva argued that the Schreiber Patent’s disclosure that raloxifene could be used for autoimmune disorders would have suggested to one of skill in the art that raloxifene’s low bioavailability in humans could be ignored when looking for a treatment for postmenopausal osteoporosis.  The Federal Circuit, however, concluded that “[t]he record simply does not contain sufficient evidence that would allow this court to conclude that Dr. Schrieber’s decision to continue to suggest raloxifene as a treatment for autoimmune disorders in the face of bioavailability concerns would influence a person of ordinary skill to pursue a treatment for postmenopausal osteoporosis.”
  The Federal Circuit noted, inter alia, the lack of any connection between autoimmune disorders and osteoporosis.

The Jordan reference concerned a study on intact and ovariectomized rats.  The study concluded that both tamoxifen and raloxifene inhibited bone loss in overiectomized rats. The study also reported that raloxifene had a minimal estrogenic response in the uterus. Dr. Jordan concluded that those results “may have important implications for the clinical [human] applications of antiestrogens.”  He also stated that “[i]t is possible * * * that in the future, tamoxifen could be considered to be used as a substitute for estrogen [for the prevention of osteoporosis in postmenopausal women].”

The district court held that the Jordan reference exemplified the bioavailability concerns, noting that the report suggested considering tamoxifen – not raloxifene – in possibly treating osteoporosis.  The district court concluded that one of ordinary skill in the art “would not have had a reasonable expectation of success in using raloxifene to treat human postmenopausal osteoporosis.” The Federal Circuit wrote that it “detects no error in these findings or conclusions.”

Teva also argued that Lilly’s pursuit of raloxifene as a treatment for both breast cancer and postmenopausal osteoporosis indicated that a person of ordinary skill would have had a reasonable expectation that raloxifene would be useful in humans.

The Federal Circuit rejected that argument for two reasons.  First, the Federal Circuit noted that Lilly’s researchers were not persons of “ordinary skill in the art,” but experts:  “The district court found, and the parties do not dispute, that the level of ordinary skill in the art for the Bone Loss Patents was a bachelor’s degree in a scientific discipline with basic knowledge about (1) animal studies and their usefulness in osteoporosis research and (2) how bioavailability characteristics relate to the success of a drug. The Lilly researchers had both knowledge and credentials superior to the ordinary artisan.”

Second, one of Lilly’s studies failed and the Federal Circuit concluded that the district court had correctly found that such failure would have discouraged one of ordinary skill in the art from using raloxifene.
3. “Obvious to Try”

a) May Not be “Obvious to Try” If No “Anticipated Success” – Dissent – Only Requires a “Reasonable” Expectation of Success [image: image341.png]


 
In In re Brimonidine Patent Litigation,
 the Federal Circuit panel majority affirmed the district court’s finding that the asserted claims of one of the patents-in-suit was invalid for obviousness, but reversed the district court’s finding vis-à-vis several other patents-in-suit.  The Federal Circuit panel majority concluded that the claims of those other patents were not invalid for obviousness.  Circuit Judge Dyk dissented urging that the claims of those other patents-in-suit were invalid under an “obvious to try” analysis.

Allergan, Inc. owned several patents relating to its glaucoma drug Alphagan® P. Apotex, Inc. and Exela Pharmsci, Inc. had filed Abbreviated New Drug Applications (“ANDAs”) to market a generic version of Alphagan® P. Allergan sued Apotex and Exela for infringement in separate district courts, and those suits were consolidated in the District of Delaware.  After a bench trial, the district court held that Allergan’s patents were not invalid and were infringed by both Apotex and Exela.  The district court then enjoined Apotex and Exela from making and selling the products described in their ANDA.  Apotex appealed only the issue of validity, while Exela appealed only the issue of infringement.  As noted above, the Federal Circuit panel majority affirmed the invalidity holdings in part, and reversed in part, finding that the asserted claims of one of the patents-in-suit were invalid for obviousness, but finding that the claims of the other patents-in-suit were not invalid.  The Federal Circuit also reversed the finding of infringement vis-à-vis Exela for reasons discussed elsewhere.

Allergan in 1996 introduced Alphagan®, an aqueous eyedrop solution containing 0.2% brimonidine, an adjusted pH between 6.3 and 6.5, and a detergent preservative, benzalkonium chloride. Brimonidine served to reduce elevated intraocular pressure (IOP) of the eye that was associated with glaucoma.  Alphagan® was commercially successful, but a sizeable percentage of users developed an allergic reaction to brimonidine known as allergic conjunctivitis.

Allergan developed Alphagan® P to address those problems.  Alphagan® P was sold in a brimonidine concentrate of 0.1% and a pH of 7.6-7.8, and in a brimonidine concentration of 0.15% and a pH of 7.15 to 7.3.  The higher pH of Alphagan® P, as opposed to Alphagan®, reduced a stinging sensation.  Also, because brimonidine was an ionizable drug, lower concentrations of brimonidine at the higher pH of Alphagan® P produced a similar therapeutic benefit to the drug a higher concentrations and lower pH.

Allergan scientists were concerned that brimonidine would not be soluable at a pH as high as 7.15, and included a solubility-enhancing component, carboxymethylcellulose (“CMC”).  They also replaced the detergent preservative in Alphagan® with stabilized chlorine dioxide (“SCD”) in Alphagan® P, an oxidative preservative that was known to be compatible with the eye.  Both the preservative, SCD, and the solubility-enhancing component, CMC, are components of Refresh Tears®, an Allergan artificial tears solution with a pH between 7.2 and 7.9.

Allergan had five patents listed in the Orange Book for Alphagan® P – the ‘078 patent and four “related patents.”  The ‘078 patent was drawn to a sterilized ophthalmic solution having a particular pH and osmolality.  The four “related patents” were drawn to mediated ophthalmic solutions.

On highly specific facts, the Federal Circuit concluded that the district court had correctly held that the asserted claims of the ‘078 patent were invalid as having been obvious over two patents.

The Federal Circuit panel majority reached a different conclusion vis-à-vis the four “related patents.”  Those patents collectively had 69 claims.

Apotex noted that every claim read on a combination of two Allergan products: Alphagan® (brimonidine) and Refresh Tears®.  Apotex argued that combining the two solutions would have been obvious.  The district court disagreed finding that one of ordinary skill in the art would have expected brimonidine to present solubility problems at the elevated pH of Refresh Tears®.  The district court disagreed that one skilled in the art would have expected CMC to increase solubility.  The district court also found that one of ordinary skill in the art would have expected SCD to oxidize brimonidine.

Apotex argued that it would have been “obvious to try.”  The Federal Circuit panel majority disagreed.

The Federal Circuit panel majority rejected Apotex’s “obvious to try” argument based on the district court’s findings.  The panel majority acknowledged that “[w]here ‘the problem is known, the possible approaches to solving the problem are known and finite, and the solution is predictable through use of a known option,’ a solution that is obvious to try may indeed be obvious.
  However, the panel majority also noted that “[t]he district court found that the solutions that Allergan identified and eventually claimed would not have been an ‘anticipated success.’ * * * The court found that one of ordinary skill would not have been expected to disregard those roadblocks. Because the court’s findings are well supported, we do not agree with Apotex that the trial court’s conclusion as to the ‘obvious to try’ issue must be overturned.”

Circuit Judge Dyk dissented on this issue.  Judge Dyk emphasized that “[a] finding of obviousness under the ‘obvious to try’ standard ‘does not require absolute predictability of success * * * all that is required is a reasonable expectation of success.’ ”
 

Judge Dyk urged that standard had been satisfied here:  “It is undisputed that all asserted claims of the related patents read on a combination of Alphagan® and Refresh Tears®. The undisputed evidence further establishes that, at the time of the invention, a person having ordinary skill in the art (‘PHOSITA’) would have known that: (1) Alphagan® had common side effects, two of which included eye irritation and dry eye (known to be exacerbated by its bezalkonium chloride (‘BAK’) preservative); (2) the higher pH of Refresh Tears®, nearer to that of the human eye, would likely reduce irritation; (3) the ‘gentle’ stabilized chlorine dioxide (“Purite®”) preservative in Refresh Tears® would likely be less harmful than Alphagan’s® ‘toxic’ BAK preservative; (4) inclusion of Refresh Tears’® carboxymethylcellulose (‘CMC’) viscosity agent would likely further reduce eye irritation; and (5) physicians were routinely prescribing Refresh Tears® to glaucoma patients on Alphagan® to help alleviate irritation and dry eye, two of Alphagan’s® known side effects.”

Judge Dyk urged that “[u]nder these circumstances, I think a PHOSITA would have found a combination of these two commercially successful products ‘obvious to try.’ ”

4. Reason or Motivation for Combination

a) Even Accepting That There Was a Design Need and Market Pressure to Develop a Bioequivalent to an Existing Pharmaceutical Formulation, and Even Though the Active Ingredient Was Known, There Was No Evidence That It Would Have Been Obvious to Use Citric Acid as an Absorption Enhancer [image: image342.png]
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In Unigene Laboratories, Inc. v. Apotex, Inc.,
 the Federal Circuit affirmed the district court’s grant of summary judgment that claims drawn to a pharmaceutical compound would not have been obvious to one of ordinary skill in the art.

Unigene was the owner of the reissue patent-in-suit which covered Fortical®, an FDA approved pharmaceutical nasal spray having the active ingredient salmon calcitonin, used to treat, inter alia, postmenopausal osteoporosis.  Apotex filed an ANDA, with a paragraph IV certification, seeking approval to market a generic version of Fortical®.  Unigene, in response, filed suit for infringement of claim 19, which called for:

19. A liquid pharmaceutical composition for nasal administration comprising about 2,200 MRC units of salmon calcitonin, about 20 mM citric acid, about 0.2% phenylethyl alcohol, about 0.5% benzyl alcohol, and about 0.1% polyoxyethylene(2) sorbitan monooleate

Apotex alleged various grounds of invalidity, including obviousness under § 103, and inequitable conduct.

The obviousness dispute focused on the limitation “20 mM citric acid.”  The active ingredient, salmon calcitonin, was known.  Unigene’s New Drug Application (NDA) claimed Miacalcin® as its reference drug, meaning that Unigene had asserted that Fortical® was a bioequivalent of Miacalcin®.

Miacalcin® had been marketed since 1995, before the priority date for Unigene’s patent-in-suit.  Unigene developed Fortical® as an alternative to Miacalcin®.

Both Miacalcin® and Fortical® used salmon calcitonin at a concentration of 2,200 I.U./mL as their active ingredient.  However, delivery of calcitonin to the bloodstream was difficult because calcitonins were readily degraded by body fluids, were relatively unstable in pharmaceutical compositions, and were poorly absorbed through tissues.

Fortical® and Miacalcin® had different formulations. Miacalcin® contained 8.5 mg of sodium chloride, which functioned as a tonicity agent; nitrogen, which functioned as a sparging agent; hydrochloric acid, which functioned as a pH adjuster; and purified water, which functioned as a carrier. Also, Miacalcin® contained 0.10 mg of benzalkonium chloride (“BZK”) which served as a preservative, absorption enhancer, and surfactant.

On the other hand, Fortical® contained 20 mM of citric acid, which served as an absorption enhancer and stabilizer/buffer; polyoxyethylene(2) sorbitan monooleate, which served as a surfactant; and phenylethyl alcohol and benzyl alcohol, which served as preservatives.

The district court held on summary judgment that claim 19 would not have been obvious in view of some 40 pieces of prior art that Apotex had relied upon (and which also had been considered by the PTO).  The district court concluded that the prior art did not teach using 20 mM citric acid to achieve “both shelf stability and enhanced bioavailability” in a nasal salmon calcitonin formulation.  Specifically, the district court held that it would not have been obvious to modify Miacalcin® to reach the formulation of claim 19.  On appeal, the Federal Circuit affirmed.

The Federal Circuit’s underlying rationale is illustrated in the following excerpts:

· “Obviousness requires more than a mere showing that the prior art includes separate references covering each separate limitation in a claim under examination.”

· “Rather, obviousness requires the additional showing that a person of ordinary skill at the time of the invention would have selected and combined those prior art elements in the normal course of research and development to yield the claimed invention.”

· “A person of ordinary skill at the time of the invention interprets the prior art using common sense and appropriate perspective.”

· “Accordingly, when design need and market pressure may dictate a commonsensical path using a finite number of identified predictable solutions to one of ordinary skill, deviations from that path are likely products of innovation.”

· “This court has observed that teachings from prior art, suggestions beyond the literal teachings of those art references, or even motivations from the store of common knowledge of one of ordinary skill in the art field (‘TSM’)—flexibly viewed and applied—provide the sources of evidence that an ordinary skilled artisan might have found and combined at the time of the invention.”

· “In this case, the patent claims a new composition or formulation to deliver an FDA-approved active ingredient. Thus, the claimed invention is not obvious if a person of ordinary skill would not select and combine the prior art references to reach the claimed composition or formulation.”

· “To render a claim obvious, prior art cannot be ‘vague’ and must collectively, although not explicitly, guide an artisan of ordinary skill towards a particular solution.”

· “Indeed, ‘most inventions that are obvious were also obvious to try,’ * * *, and a combination is only obvious to try if a person of ordinary skill has ‘a good reason to pursue the known options.’ ”

· “When a field is ‘unreduced by direction of the prior art,’ and when prior art gives ‘no indication of which parameters were critical or no direction as to which of many possible choices is likely to be successful,’ an invention is not obvious to try.”

· “A prima facie case of obviousness in the chemical arts is often based on a known compound, called a ‘lead compound,’ which serves as a starting point for a person of ordinary skill developing the claimed invention.”

· “Where the patent at issue claims a chemical compound, a lead compound is often used to show structural similarities between the claimed compound and prior art.”

· “In the context of a composition or formulation patent where the patented formulation was made to mimic a previously FDA-approved formulation, the functional and pharmaceutical properties of the ‘lead compound’ can be more relevant than the actual chemical structure (though not always mutually exclusive).”

· “Thus, the term ‘reference composition’ is more appropriate than ‘lead compound’ when considering obviousness for a chemical composition that the infringer deliberately imitates.”

Here, Miacalcin® was the “reference composition.”  In Miacalcin®, BZK served as a preservative, absorption enhancer, and surfactant. In claim 19, “about 20 mM citric acid” served as an absorption enhancer and surfactant.

The Federal Circuit reasoned that although claim 19 did not set out the functions for the various components, one of ordinary skill in the art “would have had reasons—specifically, design need and market demand—to create an FDA-approved liquid nasal composition that delivers salmon calcitonin. * * * In this case, the design need is to achieve a bioequivalent composition. The market demand is to achieve a composition that treats the same symptoms as the reference formulation. Specifically, on February 4, 2000 [the filing date of Unigene’s patent-in-suit], someone developing a pharmaceutical nasal liquid dosage form with the active ingredient of salmon calcitonin would have known that a bioequivalent of Miacalcin®, largely determined by equivalent bioavailability of salmon calcitonin, would have the best chance to gain FDA approval quickly.”

Thus, the use of salmon calcitonin would have been obvious.  The focus accordingly shifted to the other components.  The Federal Circuit concluded that the inclusion of ‘about 20 mM citric acid’ in the composition provides the strongest case for nonobviousness.”

At oral argument, Apotex focused on three items of prior art: (1) Miacalcin®, (2) “the Day reference,” and (3) “the ’014 patent.”

The ‘014 patent was drawn to a solid oral dosage of salmon calcitonin, but discussed experiments in which the bioavailability of salmon calcitonin increased 10 fold when the amount of citric acid was increased by 5 fold.  The Federal Circuit, however, concluded that one of ordinary skill in the art would not have “gleaned” from those results a reason to use about 20 mM citric acid in a nasal calcitonin formulation.  The Federal Circuit relied on three reasons:  (1) ‘014 patent was drawn to a solid oral formulation, (2) the patent’s discussion of citric acid was in concentrations higher than those of claim 19, and (3) the patent examined citric acid for bioavailability in liquid injections into a rat duodenum.  The Federal Circuit reasoned that “[t]hese significant differences would not cause a person of ordinary skill to replace BZK in Miacalcin® with 20 mM of citric acid in the normal course of research and development.”

The Federal Circuit further reasoned that “[t]o a person of ordinary skill in the art, citric acid, even at about 20 mM concentrations, would not be an obvious substitute for BZK’s functions as an absorption enhancer and as a surfactant because citric acid has a vague role in even the closest prior art.”
  The Federal Circuit pointed to a “’315 patent” that used 20.5 mM of citric acid in a liquid nasal formulation containing salmon calcitonin as its active ingredient. 
According to the Federal Circuit, however, the “’315 patent makes clear * * * that ‘citric acid was not used as an absorption enhancing agent, but it is merely the acidic component of the buffer.’ ”  The Federal Circuit further found that the ‘315 patent taught away from using about 20 mM citric acid as an absorption enhancing agent or stabilizing agent.  

The “Day reference,” according to the Federal Circuit, was a publication concerning pharmaceutical formulations, and listed benzyl alcohol and phenylethyl alcohol as two of nine listed preservatives on a table of “Excipients used in aqueous nasal products.”  BZK was one of the nine listed preservatives.  Citric acid was not listed, but was described as a pH adjuster or buffer.  The Federal Circuit concluded that “[w]ith reference to this prior art, there is no evidence to support the conclusion that a person of ordinary skill would expect a combination of citric acid, benzyl alcohol, phenylethyl alcohol, and polysorbate 80 to contain a buffer, pH adjuster, preservative, and surfactant, but no absorption enhancer or excipient to promote bioavailability.”

The Federal Circuit concluded:

There is no genuine dispute of material fact that a person of ordinary skill attempting to make a liquid composition to deliver salmon calcitonin into a human body through nasal administration, would not have considered using about 20 mM citric acid with the narrowly claimed amounts of benzyl alcohol, phenylethyl alcohol, and polysorbate 80, because the formulation would not be expected to perform properly to meet the specificity of a pharmaceutical use. Thus, even accepting that there was a design need and market pressure to develop a pharmaceutical formulation that is bioequivalent to Miacalcin®, there is no evidence in the record that claim 19 would be an obvious solution to those motivations.

b) Lack of Motivation to Combine Reference Teachings Leads to a Finding of Non-Obviousness [image: image345.png]


 
In Star Scientific, Inc. v. R.J. Reynolds Tobacco Co. (Star Scientific II),
 the Federal Circuit concluded, inter alia, that the lack of a teaching, suggestion or motivation to combine the teachings of two references required a finding of non-obviousness.

Star was the exclusive licensee of the two patents-in-suit – known as the “Williams patents” – which were drawn to tobacco curing methods.  One prior art was “air drying” in which leaves were placed in a barn to dry without additional heat.  In the U.S., though, curing was generally done in heated curing barns through “flue curing” which used heaters.

Until the 1970s, most curing involved indirect-heating in which the leaves were separated from exhaust gases from the heaters.  In the ‘70s, a switch was made to direct-heating to save money.  That method involved mixing combustion exhaust from the heaters with the leaves.

The combustion gases, though, created an anaerobic (oxygen-free) environment that could lead to formation of chemical compounds known as tobacco-specific nitrosamines (“TSNAs”) on tobacco leaves.  TSNAs were known carcinogens, and efforts were undertaken to reduce or eliminate TSNA formation.  The Williams patents disclosed a method said to “substantially prevent[s]” the formation of at least one type of TSNA during curing.

Star filed a provisional application on September 15, 1998, and a non-provisional application on September 15, 1999, which issued as the patent-in-suit.  A continuation application issued as the second patent-in-suit.

Between the time of filing the provisional and non-provisional applications, the inventor, Williams, developed a “StarCure” process which was the commercial embodiment of the invention.  The parties agreed that the “StarCure” process was the best mode for practicing the invention.

In the Williams’ method, a “controlled environment” was created that controlled “at least one of humidity, rate of temperature exchange, temperature, airflow, CO [carbon monoxide] level, CO2 [carbon dioxide] level, O2 [oxygen] level, and arrangement of the tobacco plant.”  The Williams patents defined “controlling the conditions” as “determining and selecting an appropriate humidity, rate of temperature exchange, temperature, airflow, CO level, CO2 level, O2 level, and arrangement of the tobacco leaves to prevent or reduce the formation of at least one TSNA.”

The Williams patents further disclosed that “the practice of tobacco curing is more of an art than a science, because curing conditions during any given cure must be adjusted to take into account” many variables.  Such variables included “differences in leaves harvested from various stalk positions, difference among curing barns in terms of where they are used” and other variables.  The patents, though, said that “one of ordinary skill in the art of tobacco curing would understand that the outer parameters of the present invention, in its broadest forms, are variable to a certain extent depending on the precise confluence of [these numerous factors] for any given harvest.”  The premise of the Williams patents was that sustaining an aerobic environment during tobacco curing would prevent TSNA formation.

The parties agreed that the combined elements of claims 4 and 12 of one of the patents-in-suit were representative:

4. A process of substantially preventing the formation of at least one nitrosamine in a harvested tobacco plant, the process comprising:

drying at least a portion of the plant, while said portion is uncured, yellow, and in a state susceptible to having the formation of nitrosamines arrested, in a controlled environment and for a time sufficient to substantially prevent the formation of said at least one nitrosamine;

wherein said controlled environment comprises air free of combustion exhaust gases and an air-flow sufficient to substantially prevent an anaerobic condition around the vicinity of said plant portion; and

wherein said controlled environment is provided by controlling at least one of humidity, temperature, and airflow.

12. The process according to claim 4, wherein the treatment time is from about 48 hours up to about 2 weeks.

Star had agreements with Brown & Williamson to cure low-TSNA tobacco using Williams’ patented method from 1998 to 2001.  RJR terminated those agreements when it acquired Brown & Williamson.  RJR then embarked on its own research leading to a patent known as the “Peele patent.”  In the Peele method, direct-fire curing barns were retrofitted with heat exchangers to change the barns into indirect-fire curing barns.

Star sued RJR in 2001.  RJR asserted non-infringement, invalidity, inequitable conduct, and failure to disclose the best mode as defenses.  After a bench trial, the district court held that the Williams patents were unenforceable because of inequitable conduct, and granted summary judgment of invalidity due to indefiniteness.  The district court further granted summary judgment that the Williams patents were not entitled to the benefit of the earlier filing date of the provisional application because of “new matter.”  Specifically, the non-provisional application included a new example calling for “air flow of approximately 25,000 CFM,” while the provisional application disclosed a minimum airflow of “at least 28,000 CFM.”  The district court concluded that no reasonable fact finder could conclude that the 25,000 CFM airflow rate in the non-provisional application had been disclosed in the provisional application.

On a first appeal, Star Scientific, Inc., v. R.J. Reynolds Tobacco Co. (Star Scientific I),
 the Federal Circuit reversed the findings of inequitable conduct and invalidity due to indefiniteness.  The Federal Circuit did not review the district court’s determination that Star was not entitled to the benefit of the earlier filing date.

On remand, during a 20-day jury trial, RJR’s invalidity expert, Dr. Otten, testified that the claims of the Williams patents would have been obvious in light of a “Wiernik article” and a Japanese patent.  Dr. Otten further testified that three references anticipated the claims of the Williams patents, namely (1) the Peele method, (2) an alleged “public use” at Spindletop Research Facility used by RJR (“Spindle-top”), and (3) an alleged public use at Hassel Brown’s farm, a tobacco farm under contract with RJR.

RJR further argued that the claims of the Williams patents were indefinite because one of ordinary skill in the art would not understand the meaning of “controlled environment” from the Williams patents.  RJR urged that one of ordinary skill in the art would be unable to determine the difference between “conventional processes” and the “controlled environment” set out in the claims, noting that values for temperature and humidity for the invention overlapped with values for “conventional processes.”

The jury concluded: (1) RJR’s process did not infringe, and (2) the claims of the Williams patents were invalid because of anticipation, obviousness, failure to disclose best mode, and indefiniteness.  The district court denied Star’s motion for JMOL.

After oral argument, the PTO in a reexamination requested by Star confirmed that the claims of the Williams patents were entitled to the priority date of the provisional application, and that some claims of the patents would have been obvious over the Wiernik article, the Japanese patent, and other references.

The issue of obviousness will be discussed here.

RJR’s expert, Dr. Otten, testified the claims of one of the patents-in-suit would have been obvious in light of the “Wiernik article” and a Japanese patent (Tohno).  He testified that Wiernik taught that TSNAs form from high humidity, optimal temperature and anoxia, and Tohno taught that increased airflow avoids an oxygen deficient condition.  Dr. Otten testified that one of ordinary skill in the art would know to combine those teachings.  The Federal Circuit disagreed.

The Federal Circuit characterized Wiernik as a “literature survey” that summarized various studies and “tentatively proposed conditions that could lead to TSNA formation.”  According to the court, Tohno taught “a method to ‘shorten the curing period, prevent a fast curing action, and eliminate the drawback of [having a “nasty odor” in a tobacco product].’ ”
  Tohno did not mention TSNAs.

According to the court, “Wiernik’s general teachings also produce little to render the Williams patents obvious. Wiernik speculates that microorganisms are influenced by environmental factors during the end of yellowing or the beginning of the browning stage of curing to potentially facilitate the production of TSNAs. Wiernik’s speculative and tentative disclosure of what ‘might’ or ‘may’ lead to nitrite and TSNA production does not sufficiently direct or instruct one of skill in this art.”
 

Further, the court said, “the record contains no evidence suggesting a motivation to combine an article on remedying a foul odor in tobacco with a summary of studies about TSNA formation. In sum, this record shows no clear and convincing evidence of a prima facie case of obviousness.”

The Federal Circuit further found that Wiernik and Tohno failed to teach the limitation “air free of combustion gases,” and that there were a number of “secondary considerations” pointing in favor of non-obviousness, for example, (1) substantial need in the industry for curing methods that reduced or eliminated the formation of TSNAs, (2) scientific articles noting the long-felt need in the industry for the same, (3) unsuccessful attempts by others, (4) unexpected results, and (5) commercial success.

5. Non-Analogous Art

a) Electronic Games May Constitute Analogous Art to Physical Games: Court Concludes That Because Both Were Concerned With “designing a winnable yet entertaining strategy game” That Was Sufficient to Establish Analogous Art

In Innovention Toys, LLC v. MGA Entertainment, Inc.,
 the Federal Circuit affirmed a finding of infringement, but reversed and remanded a finding that the asserted claims were not invalid for obviousness over prior art.  The district court had held that electronic games constituted non-analogous art to a physical game.  The Federal Circuit disagreed.
Innovention’s patent-in-suit was drawn to a chess-like, light-reflecting board game.  The game included a chess-like playing surface, laser sources for projecting light beams when “fired,” mirrored and non-mirrored playing pieces used to direct the laser beams, and non-mirrored “key playing pieces” analogous to the king playing pieces in chess.  

As illustrated in Figs. 1-4:
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a game board 11 had an upper playing surface 12 and a lower surface 13, periphery 14, and a raised boarder 15.  Border 15 included horizontal sections 16, outer vertical sections 17, and an inner vertical section 18.  Playing surface 23 was defined by a plurality of smaller areas 23A.  A pair of laser activating buttons 19, 20 were positioned on opposite sides of the game board.  Button 19 activated laser 21 for a first player, and button 20 activated a laser 22 for a second player.

During play, a laser emitted by 21 or 22 provided a visual indication whether a particular game piece had been hit.  However, some of the game pieces had mirrored surfaces such that the laser was reflected toward another game piece.

For example, as illustrated in Figs. 6 and 7:
[image: image350.png]



game piece 30 was the “key game piece,” i.e., when struck with a laser, that was the end of the game.  Game piece 30 had a base 31 and vertical portion 33.

As illustrated in Figs. 8-9:
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another game piece 39 was in the form of an obelisk which was non-mirrored.  If struck by a laser beam, the piece was removed from the playing area.

Game piece 40, illustrated in Figs. 10-12:
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had a mirrored surface 45.  When a laser beam struck mirrored surface 45, the beam would turn 90 degrees.

Game piece 50, as illustrated in Figs. 13-14:
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was also a mirrored game piece, having mirrored surfaces 55,56.

Figs. 15 and 16 illustrated the moves available for those game pieces:
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In Fig. 15, game piece 50 could be moved to an adjacent square.  In Fig. 16, game piece 50 could be rotated.

Players took turns moving one of his/her pieces to one of the adjacent squares, or by turning a game piece 90 degrees in the occupied square.  The player then fired his laser.  Any piece illuminated on a non-mirrored surface was removed from the board no matter which player the piece belong to.

All of the asserted claims included a “key playing pieces” limitation, and claim 31 was deemed representative:
31. A board game for two opposing players or teams of players comprising:

a game board, movable playing pieces having at least one mirrored surface, movable key playing pieces having no mirrored surfaces, and a laser source,

wherein alternate turns are taken to move playing pieces for the purpose of deflecting laser beams, so as to illuminate the key playing piece of the opponent.
MGA denied infringement, and contended that the asserted claims were invalid over two articles describing computer-based, chess-like strategy games, Laser Chess and Advanced Laser Chess, and a patent – the Swift patent, which described a physical, chess-like strategy game.
Both the Laser Chess and Advanced Laser Chess games were chess-like games having virtual lasers and mirrored and non-mirrored pieces that were moved or rotated on a chess-like playing board.  The goal was to eliminate the other player’s non-mirrored king by hitting it with a laser.  In both, a king could capture opposing pieces by moving into its square.

The Swift patent disclosed a physical game in which players took turns placing mirrored game pieces on a chess-like game board.  

[image: image356.png]137
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The table had a frame 11, top piece 13, bottom piece 14, laser housing 17, home base 30, mirror assemblies 40 (not shown), and scoring module 34.  All elements except mirror assemblies 40 and scoring module 34 were mounted in frame 11 below top piece 13.  Mirror assemblies were used to direct player’s laser beams around the table.
Players positioned the pieces to direct their laser beams toward the opposing party’s scoring module and away from their own.  Players scored when his/her laser beam, after being deflected around the game board, struck the opponent’s scoring module.  Scoring modules were mounted on the board’s frame, and did not move.

The district court granted Innovention’s motion for summary judgment of literal infringement.  The district court also granted Innovention’s motion for summary judgment of nonobviousness.  The district court concluded that the Laser Chess references were non-analogous art because they disclosed electronic, rather than physical, laser games.

The district court further concluded that because MGA had not provided any evidence of the level of ordinary skill in the art, the issue of obviousness would depend on what would have been obvious to a layperson.  The district court concluded that because MGA had not provided any evidence that a layperson would have known of the Laser Chess articles, or would have had any reason to modify the same, MGA had not made a prima facie showing of obviousness.
The district court also found that Innovention had shown second considerations of non-obviousness, including “(1) commercial success based on the sale of 140,000 games by Innovention, a small company with minimal marketing capabilities, and evidence that fans had started clubs and tournaments around the world; (2) long-felt need based on the game’s sudden success and media praise; and (3) industry praise based on, inter alia, the game’s nomination for Outstanding Technology of the Year by the International Academy of Science and its being one of five finalists for the Toy Industry Association’s 2007 Game of the Year award.”  On appeal, the Federal Circuit reversed and remanded the finding of non-obviousness.
The Federal Circuit reiterated that “[a] reference qualifies as prior art for a determination under § 103 when it is analogous to the claimed invention.”
  The Federal Circuit further explained that “[t]wo separate tests define the scope of analogous art: (1) whether the art is from the same field of endeavor, regardless of the problem addressed, and (2) if the reference is not within the field of the inventor’s endeavor, whether the reference still is reasonably pertinent to the particular problem with which the inventor is involved.”
  The Federal Circuit additionally reiterated that “[a] reference is reasonably pertinent if * * * it is one which, because of the matter with which it deals, logically would have commended itself to an inventor’s attention in considering his problem.”
 The Federal Circuit yet further reiterated that “[i]f a reference disclosure has the same purpose as the claimed invention, the reference relates to the same problem, and that fact supports use of that reference in an obviousness rejection.”

The Federal Circuit held that the district court had erred by failing to consider “whether a reference disclosing an electronic, laser-based strategy game, even if not in the same field of endeavor, would nonetheless have been reasonably pertinent to the problem facing an inventor of a new, physical, laser-based strategy game. In this case, the district court clearly erred in not finding the Laser Chess references to be analogous art based on this test as a matter of law.”

In the Federal Circuit’s view, the patent-in-suit and the Laser Chess references were directed to the same purpose, namely: detailing the specific game elements comprising a chess-like, laser-based strategy game.  The Federal Circuit viewed the Laser Chess references as describing specific playing pieces, rules and objectives to create a chess-like, laser-based strategy game.  The Federal Circuit concluded that the patent-in-suit and the Laser Chess references were thus related to the same goal – “designing a winnable yet entertaining strategy game.”

The Federal Circuit reasoned that “[b]asic game elements remain the same regardless of the medium in which they are implemented: whether molded in plastic by a mechanical engineer or coded in software by a computer scientist. And, as MGA’s evidence shows, inventors of numerous prior art patents contemplated the implementation of their strategy games in both physical and electronic formats. * * * Thus, because no reasonable jury could find that the Laser Chess references do not qualify as analogous prior art, and the district court erred in not so concluding as a matter of law.”

The Federal Circuit remanded for the district court to consider the scope and content of the prior art, the differences between the prior art and the claimed invention, and whether one of ordinary skill in the art would have been motivated to combine the teachings of the references.
b) Prior Art Not Reasonably Pertinent to the Particular Problem With Which the Inventor is Involved is Non-Analogous Art [image: image357.png]
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In In re Klein,
 the Federal Circuit agreed with the inventor that the prior art that the PTO relied on was non-analogous art, and reversed.

Klein’s application was entitled “Convenience Nectar Mixing and Storage Devices.” The device was a mixing device for preparing sugar-water nectar for certain bird and butterfly feeders.

As illustrated in the application:

[image: image359.emf]
the mixing device had a cup with a series of rails for a divider.  Inserting the divider created two compartments – one for water and one for sugar.  The rails were located to create proportionate volumes of one part sugar to four parts water for some birds, one part sugar to six parts water for other birds, and one part sugar to nine parts water for butterflies.  After the compartments were filled, the divider was removed allowing the water and sugar to be mixed.  The specification disclosed that the ratios were not novel, but recognized in the field.

Sole independent claim 21 called for:

21. A convenience nectar mixing device for use in preparation of sugar-water nectar for feeding hummingbirds, orioles or butterflies, said device comprising:

a container that is adapted to receive water,

receiving means fixed to said container, and

a divider movably held by said receiving means for forming a compartment within said container, wherein said compartment has a volume that is proportionately less than a volume of said container, by a ratio established for the formulation of sugar-water nectar for humming-birds, orioles or butterflies, wherein said compartment is adapted to receive sugar, and wherein removal of said divider from said receiving means allows mixing of said sugar and water to occur to provide said sugar-water nectar.

The PTO entered five rejections, all under § 103.  The rejections were based on U.S. patents to Roberts, O’Connor, Kirkman, Greenspan, and DeSanto, in each instance in view of the water-sugar ratios disclosed as prior art in the Klein specification.  In response to Klein’s argument that those references constituted non-analogous art, the board viewed the problem which the Klein invention addressed as “making a nectar feeder with a movable divider to prepare different ratios of sugar and water for different animals.”  The board concluded that the cited prior art was reasonably pertinent to that problem.  The Federal Circuit disagreed.

The Federal Circuit reiterated that “[a] reference qualifies as prior art for an obviousness determination under § 103 only when it is analogous to the claimed invention.”
  The Federal Circuit further reiterated that “[t]wo separate tests define the scope of analogous prior art: (1) whether the art is from the same field of endeavor, regardless of the problem addressed and, (2) if the reference is not within the field of the inventor’s endeavor, whether the reference still is reasonably pertinent to the particular problem with which the inventor is involved.”
  The board focused solely on the second test.  The Federal Circuit reiterated the “rule” from In re Clay,
 that “[a] reference is reasonably pertinent if, even though it may be in a different field from that of the inventor’s endeavor, it is one which, because of the matter with which it deals, logically would have commended itself to an inventor’s attention in considering his problem,”
 and “[i]f a reference disclosure has the same purpose as the claimed invention, the reference relates to the same problem, and that fact supports use of that reference in an obviousness rejection.”

The patent to Roberts was entitled “Apparatus for Keeping Accounts,” and disclosed:

[image: image360.emf]
receptacles having a “series of vertical channels 11, adapted to receive removable partitions 12, by means of which the receptacle[s] may be subdivided into compartments.” The receptacles were “designed to receive * * * statement-cards,” and each had a hand-hole 10 to assist in removing the receptacle from a drawer.

O’Connor was drawn to a tool tray having movable dividers which was used for small articles such as drills, reamers, bits, etc. or hardware such as bolts, nuts, etc.:

[image: image361.emf]
As illustrated, divider 8 was not flush with the bottom of the tray.

Kirkman was entitled “Plastic Cabinet Drawer with Removable Partitions,” and was drawn to cabinets for containing small articles, and in particular a drawer having movable partitions for dividing the drawer into compartments of various sizes:

[image: image362.emf]
As illustrated, the lower edge of partition 9 had a small notch.

Klein argued that Roberts, O’Connor and Kirkman were all drawn to containers designed to separate contents – as opposed to one designed to facilitate mixing contents.  Klein further argued that in view of the hand-hole 10 in Roberts, the divider 8 in O’Connor not being flush with the bottom, and the notch in partition 9 of Kirkman, none of the references was “adapted to receive water,” as is required by claim 21.

The Federal Circuit agreed with Klein:  “The purpose of each of Roberts, O’Connor, or Kirkman is to separate solid objects. An inventor considering the problem of ‘making a nectar feeder with a movable divider to prepare different ratios of sugar and water for different animals,’ would not have been motivated to consider any of these references when making his invention, particularly since none of these three references shows a partitioned container that is adapted to receive water or contain it long enough to be able to prepare different ratios in the different compartments.”

Greenspan was entitled “Blood Plasma Bottle”:

[image: image363.emf]
having two compartments – one for dried plasma and one for water.  The compartments were separated by a wall that was normally plugged.  When plasma was to be used, the container was unplugged which caused the water and plasma to mix.  However, wall 24 could not be moved to adjust for varied volume.

De Santo’s “Fluid Container”:

[image: image364.emf]
had two compartments that could be “rapidly and thoroughly mixed together at the desired time without opening the container externally” to make, for example, hair rinses.  Components 24 and 26 were separated by partition 28 that was “provided with a central opening 32 defining an annular valve seat 34 which is engageable with a valve member 36 to open and close the partition as desired.” Partition 28 was in a fixed location.

The Federal Circuit concluded that: “Greenspan and De Santo are not analogous, Mr. Klein argues, because they do not address multiple ratios or have a “movable divider.” We agree.”

C. The Graham Findings

1. Differences Between the Prior Art and the Claimed Invention

a) Obviousness Found Where Prior Art Discloses All of the Claim Limitations and Art is Predictable

In Tokai Corp. v. Easton Enterprises, Inc.,
 the Federal Circuit panel majority affirmed the district court’s grant of summary judgment of invalidity, over a strong dissent by Circuit Judge Newman, even though the prior art appears to be marginal and over strong evidence of commercial success.

Tokai’s three patents-in-suit were drawn to safety utility lighters having extended lighting rods (useful for lighting barbecue grills, for example), with automatic child-safety mechanisms for preventing accidental ignition. Tokai and Easton were competitors in the safety utility lighter market.

A prior art patent to Shike disclosed the basic structure of utility lighters:

[image: image365.emf]
Shike illustrated a trigger 18 which operated a piezoelectric unit to discharge voltage that ignited a combustible gas released from a gas reservoir 7.  Shike did not disclose a safety mechanism.

Safety mechanisms were required for utility lights to prevent accidental ignition, especially by children.  According to Circuit Judge Newman, in her dissent, typical utility lighters operated in three steps, namely the user would release a locking mechanism, then the lighter was used by pulling the trigger ignition mechanism, and then the lighter was relocked.  According to Judge Newman, a prior art patent to Liang illustrated a utility lighter with a manually controlled safety mechanism:
[image: image366.emf]
Liang disclosed a utility rod lighter with a control knob safety mechanism 3 that had to be reset manually.
Tokai’s device, on the other hand, had two aspects to its safety mechanism.  First the device was not operable by a child’s hand.  Second, it automatically locked after use.  The Tokai device required an adult hand for simultaneous two-finger operation, i.e., the locking member was unlocked by the thumb while the trigger was operated by the index finger.  Those steps required simultaneous operation, not sequential.  After use, the mechanism automatically returned to a locked position.  

One of the patents-in-suit illustrated the safety mechanism as follows:

[image: image367.emf]
As illustrated in Fig. 8A, when a user’s thumb depressed lock releasing button 125c of locking member 125, an engaging section 125d moved from engagement groove 120f into the operation member or trigger 120.  Shaft 125a moved along groove 120e such that it became possible to pull the trigger simultaneously with depression of the lock-releasing button.  After the trigger was pulled, spring 26 returned the locking member to the locked position in which the trigger could not be pulled.

Claim 10 of one of the patents-in-suit, according to Judge Newman, was drawn to that thumb and finger operation:

10. A safety device in a lighting rod, which lighting rod is provided with a rod-like top end portion and a main body, the rod-like top end portion being provided with a jetting nozzle for jetting out a gas, the main body being provided with:

i) a gas tank,

ii) a valve mechanism for opening and closing a path, through which the gas is supplied from the gas tank to the jetting nozzle,

iii) a piezoelectric unit for generating a discharge voltage for lighting the gas, and

iv) an operation member, which is capable of sliding, which has an operating section, and which drives the valve mechanism and the piezoelectric unit in order to carry out a lighting operation, the operating section of the operating member being exposed to the exterior of the main body in a position to be capable of operational engagement by a finger of a hand holding the lighting rod, the safety device comprising:

a) a locking element which is disposed in-side the main body to be movable between a locking position where it prevents motion of the operation member in a direction to produce the lighting operation and a lock release position where it allows motion of the operation member in a direction to permit the lighting operation, and

b) an unlocking element which is exposed to the exterior of the main body at a location opposite from the operation member so as to be engagable by the thumb of the hand holding the lighting rod to move the locking element from the locking position to the unlocking position while a finger of that hand engages the operation section.

The panel majority, however, pointed to claim 1 of one of the patents-in-suit as being representative:

1. A safety device in a lighting rod, which lighting rod is provided with a rod-like top end portion and a main body, the rod-like top end portion being provided with a jetting nozzle for jetting out a gas, the main body being provided with:

i) a gas tank,

ii) a valve mechanism for opening and closing a path, through which the gas is supplied from the gas tank to the jetting nozzle,

iii) a piezoelectric unit for generating a discharge voltage for lighting the gas, and

iv) an operation member, which is capable of sliding, which has an operating section, and which drives the valve mechanism and the piezoelectric unit in order to carry out a lighting operation, the operating section of the operating member being exposed to the exterior of the main body,

the safety device comprising:

a) a locking member having an engagement section, which interferes with a portion of the operation member and thereby locks the lighting operation of the operation member, said locking member being capable of moving in a direction, that intersects with the direction along which the operation member moves, and

b) an urging member, which urges said locking member to a locking direction, said locking member being movable to a lock re-leasing position against the urging force of said urging member, wherein, with the locking member in the lock releasing position, the lighting operation is carried out by operating the operating section of the operation member, and said locking member automatically returns to the state of the locking as the operation member returns to its original position.

The district court held that the claims were invalid for obviousness based on a combination of the Shike utility lighter with the safety features of a cigarette lighter disclosed by Morris and/or a cigarette lighter to Floriot.  The Morris cigarette lighter disclosed:

[image: image368.emf]
In Morris, the safety mechanism was a stop member 9 having an inturned wedge portion 12 which, when in the locked position, prevented actuation of lever 4a which controlled the opening of the lighter’s gas valve.  In operation, a user would use his/her index finger to press 16 thus sliding wedge portion 12 outwardly from underneath lever 4a releasing the gas valve.  The gas was ignited by striking the flint wheel.  The Morris patent was cited during examination.

The Floriot lighter is illustrated below:

[image: image369.emf]
The safety mechanism had a rocking lever 15 (shown in another figure) that controlled opening of a burner valve.  A blocking lever 24, 24a blocked operation of the rocking lever.  In operation, a user would use his/her thumb to move the blocking lever to an unblocking position.  The user’s thumb would then operate a flint wheel.  Those were sequential actions.  The blocking lever then returned to the locked position automatically.

Tokai first argued that the district court had failed to impose an enhanced burden to rebut the presumption of validity because some of the asserted prior art had been considered during examination.  The panel majority acknowledged that “although the standard of proof does not depart from that of clear and convincing evidence, a party challenging validity shoulders an enhanced burden if the invalidity argument relies on the same prior art considered during examination by the U.S. Patent and Trademark Office (‘PTO’).”
  However, the panel majority concluded that the enhanced burden did not apply because Floriot had not been considered by the PTO during examination.  The panel majority viewed Floriot as a “key” reference, while Judge Newman in dissent viewed Floriot as cumulative.

As to the first Graham factor, the scope and content of the prior art, according to the panel majority, “[t]he parties do not dispute that utility lighters without a safety device, as exemplified by Shike, were available as of the priority date. * * * Regarding Liang, the parties agree that this reference discloses a utility lighter with a safety device, in which the safety device must be manually reset to the locking position after each use. * * * The parties also agree that Floriot discloses a cigarette lighter with a safety device that automatically resets after each use. Further, as the district court found, the parties do not materially dispute that the safety device in Floriot comprises a blocking member that prevents ignition while in the locked position, a return spring that applies constant pressure on the blocking member to return it to its locked position, and a safety mechanism that resets only after the user ignites the lighter. * * * Finally, with respect to Morris, the court correctly perceived no genuine dispute that Morris teaches a cigarette lighter with a safety device mounted on the side of the lighter; that the lighter is operated via sequential action of the user’s finger and thumb, first to disengage the safety device, then to ignite the lighter; and that the safety device automatically resets to the locking position after each use.”

With respect to the second Graham factor, the differences between the prior art and the claimed invention, the panel majority concluded that the prior art disclosed each element of the asserted claims with the only difference being the intended position of the thumb and finger for operating the lighter as provided in claim 10 above.

As for the final Graham factor, the objective considerations, the panel majority concluded that the evidence did not show a nexus between the automatic locking feature and Tokai’s commercial success.

On the ultimate conclusion of obviousness, the panel majority reasoned “[b]y Tokai’s own admission, the components required to assemble the claimed inventions are ‘simple mechanical parts that are well known in the art.’ * * * While that in itself does not render the claims obvious, * * * it is also undisputed that a need for safer utility lighters was recognized in the art as of the priority date. * * * Furthermore, the parties agree that cigarette lighters and utility lighters are analogous arts. * * * Accordingly, the undisputed facts in this case—including the state of the prior art, the simplicity and availability of the components making up the claimed invention, and an explicit need in the prior art for safer utility lighters—compel a conclusion of obviousness as to the subject matter of each of the asserted claims. * * * A strong case of prima facie obviousness, such as that presented here, cannot be overcome by a far weaker showing of objective indicia of nonobviousness.”

The panel majority also rejected Tokai’s argument that the art was not predictable.  “One of ordinary skill in the art would not have viewed the subject matter of the asserted claims as unpredictable. * * * Moreover, it is undisputed that cigarette lighters and utility lighters are analogous arts and that a need for enhanced safety devices had been met in the field of cigarette lighters, as demonstrated by Floriot and Morris. It would have been obvious to one of ordinary skill and creativity to adapt the safety mechanisms of the prior art cigarette lighters, as disclosed in Floriot and/or Morris, to fit a utility lighter as disclosed by Shike, even if it required some variation in the selection or arrangement of particular components.”

Judge Newman, as noted above, dissented.  Judge Newman urged, inter alia, that “the Saito device is not a simple insertion of the Floriot or Morris cigarette lighter safety mechanism into a utility lighter, as in the combination of known structures exemplified in KSR * * *. Where, as here, the features of one reference cannot be substituted into the structure of a second reference, this weighs against obviousness.”

Judge Newman further argued that the district court had used the wrong standard of obviousness and had engaged in a hindsight analysis.  Judge Newman argued:

The determination of obviousness is not whether a person could, with full knowledge of the patented device, reproduce it from prior art or known principles. The question is whether it would have been obvious, without knowledge of the patentee’s achievement, to produce the same thing that the patentee produced. This judgment must be made without the benefit of hindsight. It is improper to take concepts from other devices and change them in light of the now-known template of the patented device, without some direction in the prior art that would render it obvious to do so.

In a crowded and competitive field such as this is stated to be, a modification that achieves a valuable improvement is of significance in view of the many entrants seeking commercial advantage. * * * [I]ncremental but unobvious improvements serve the public interest, and are included in the purpose of the patent incentive.

Judge Newman also argued that the district court had not given sufficient weight to the evidence of commercial success:

The obviousness determination often presents a close question, as recognized * * *. Precedent guides the decision-maker to take cognizance of the response of the marketplace to the invention. * * *

Although the district court recognized the commercial success of the Saito utility lighter, the court declined to give it any weight, finding, on summary judgment, that there was no “nexus” between the Saito invention and its commercial success. * * * The court erred in law, for “a prima facie case of nexus is generally made out when the patentee shows both that there is commercial success, and that the thing (product or method) that is commercially successful is the invention disclosed and claimed in the patent.” * * * The defendants did not dispute Tokai’s evidence that its commercial success was due to its improved child-safety mechanism. * * *

Judge Newman further argued that the district court had given insufficient weight to evidence of copying.  Overall, Judge Newman urged that “Tokai’s evidence of commercial success and copying of the patented device, taken with the structural differences and the differences in operation between the prior cigarette lighter safety mechanisms and the Saito utility lighter safety mechanism, as well as the differences between the auto-locking Saito mechanism and manual locking prior utility lighters, created at least genuine issues of material fact bearing on obviousness.”

b) Federal Circuit Splits on Whether Alleged Infringer Raised a Substantial Question of Obviousness [image: image370.png]



In Celsis In Vitro, Inc. v. CellzDirect, Inc.,
 the Federal Circuit panel majority, over a dissent by Circuit Judge Gajarsa, affirmed a preliminary injunction issued by the Northern District of Illinois.  Judge Gajarsa dissented urging that CellzDirect had raised a substantial question whether the asserted claims would have been obvious and therefore invalid.

Celsis’ patent-in-suit was drawn to methods for preparing multi-cryopreserved hepatocytes (a type of liver cell).  Claim 1 called for:

1. A method of producing a desired preparation of multi-cryopreserved hepatocytes, said hepatocytes, being capable of being frozen and thawed at least two times, and in which greater than 70% of the hepatocytes of said preparation are viable after the final thaw, said method comprising:

(A) subjecting hepatocytes that have been frozen and thawed to density gradient fractionation to separate viable hepatocytes from non-viable hepatocytes,

(B) recovering the separated viable hepatocytes, and

(C) cryopreserving the recovered viable hepatocytes to thereby form said desired preparation of hepatocytes without requiring a density gradient step after thawing the hepatocytes for the second time, wherein the hepatocytes are not plated between the first and second cryopreservations, and wherein greater than 70% of the hepatocytes of said preparation are viable after the final thaw.

Thus, in general terms, the claim called for (1) starting with frozen and then thawed hepatocytes, (2) recovering viable hepatocytes, and (3) freezing the recovered viable hepatocytes.  Celsis sued CellzDirect, Inc. and Invitrogen Corporation, now Life Technologies Corporation (“LTC”).
According to the patent-in-suit, human hepatocytes were useful in evaluating drug candidates, but suffered two problems.  The first was a short lifespan which required awaiting fresh hepatocytes from liver resections or non-transplantable livers, which led to an inconsistent supply.  Freezing did not work well because hepatocytes were fragile and damaged the hepatocytes.
The second was “outlier data” – namely, if a researcher used hepatocytes from only one or two donors, the results may not be representative of a larger group.  Researchers needed a pool of hepatocytes from multiple donors, but because multiple donors at any one time was unlikely, researchers combined frozen hepatocytes with fresh hepatocytes to form a pool.  However, because freezing would re-freeze previously thawed cells, unused cells were discarded.  The patent-in-suit was said to those problems.

After filing suit, Celsis moved for a preliminary injunction.  After some discovery, the district court held a five-day evidentiary hearing after which the district court granted the injunction.

On the issue of likelihood of success on the merits, the district court credited the testimony of Celsis’ expert and concluded that Celsis would likely succeed in proving that LTC’s accused process performed all of the steps required by the asserted claims.

On the issue of obviousness, the district court noted a “vast proliferation of authors and articles dealing with hepatocytes and use of cryopreservation,” but found: “[N]ot a single one of that astonishingly large body of literature was devoted to the subject of multi-cryopreservation of hepatocytes.”

LTC’s expert, Dr. Sanjeev Gupta, testified about an article in 2002 that he co-authored (“the Malhi article”) that referenced multi-cryopreservation.  The district court found Dr. Gupta’s testimony unpersuasive and commented vis-à-vis the Malhi article that “nothing in that skeletal reference suggests or even hints at the advance conceived of by the inventor here.”  The district court credited Celsis’ expert’s testimony that from the article it could not be determined whether the same cells were cryopreserved more than once. Dr. Gupta conceded the same.  The district court commented that LTC was attempting to make much of “a wisp of a term that is buried in the Malhi article.” The district court deemed LTC’s arguments to be nothing more than “second guessing and hindsight.” The district court concluded that Celsis had shown a substantial likelihood of success on the obviousness issue.

LTC did not assert on appeal that the asserted claims would have been obvious over the Malhi article.  Rather, LTC relied on an article by G. de Sousa et al., that did not disclose multi-cryopreservation, but analyzed whether single-cryopreserved hepatocytes could replace fresh hepatocytes as laboratory models, by comparing fresh versus (single) cryopreserved human, monkey, and dog hepatocytes. The purpose of the article was to evaluate whether three different chemicals could induce two different enzymes.

The Federal Circuit panel majority concluded that “[t]his preliminary record shows that the district court did not abuse its discretion in finding that Celsis has shown a likelihood of success on nonobviousness.”

The Federal Circuit panel majority noted that the art was well-known for its unpredictability.  The panel majority secondly noted that art was “crowded,” yet “there was not one reference to multi-cryopreservation.”

The panel majority also found that the prior art taught away from multiple freezings: “A single round of freezing severely damages hepatocyte cells and results in lower cell viability. Celsis provided a sufficient showing at this preliminary injunction stage that, at the time of the invention, a person of ordinary skill would expect a second freezing on those damaged cells to kill even more cells than the first freezing. Celsis provides a helpful analogy. Imagine a runner who finishes one marathon and then immediately begins a second marathon. One would not expect the runner to perform the second in the same time as the first. More likely, the runner would not even finish the second marathon. Similarly, as Celsis’ expert Dr. Strom testified, one would expect lower cell viability and a greater loss of cells after the second cryopreservation than after the first, thus teaching away from multi-cryopreservation.”

The panel majority further noted that the de Sousa article did not disclose more than single freezing, and did not discuss pooling.  The panel majority commented that “[t]his court has not seen LTC identify any teaching, suggestion, or motivation in the de Sousa article that multiple rounds of freezing would somehow increase rather than decrease cell viability. Instead, to make this leap, LTC makes vague references to ‘market need’ and testimony from its witnesses Dr. Gupta and Dr. Albert Li. Without more, this reference to ‘market need,’ properly linked to the claimed invention, is actually probative of long felt need under objective criteria analysis and supportive of non-obviousness.”

The panel majority concluded that “[i]n sum, the record supports the district court’s conclusion that Celsis has shown a likelihood of success that a person of ordinary skill in the art would not have considered the claimed methods obvious at the time of the invention.”

The panel majority further concluded that the district court had correctly concluded that Celsis would suffer irreparable harm if an injunction was not granted, that balancing the harms of an injunction weighed in Celsis’ favor, and that the public interest favored a preliminary injunction.

Circuit Judge Gajarsa dissented.  Judge Gajarsa noted that the district court had held that LTC had not shown two of the claimed limitations to be disclosed by the prior art – (1) freezing and thawing hepatocytes a second time, and (2) making the density gradient fractionation optional after the second thaw.

Judge Gajarsa, though, urged that “obviousness does not require that each element of the claimed invention must be present in the prior art. Indeed, the Patent Act precludes such a requirement by stating that obviousness depends on whether the ‘differences between the subject matter sought to be patented and the prior art are such that the subject matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art * * *.’ * * * Furthermore, this court has recognized that proof of obviousness does not require that every element be present in the prior art.”

Judge Gajarsa concluded that LTC had raised a substantial question of invalidity (obviousness) and the injunction should not, therefore, have issued.
2. Commercial Success

a) Statements by Defendants That Accused Machine Was “superior” and Had “advanced technology” May Serve to Show Nexus Between Invention and Commercial Success Where Accused Machines Were Alleged Copied From Patented Machine [image: image371.png]
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In Spectralytics, Inc. v. Cordis Corp.,
 the Federal Circuit affirmed the district court’s denial of Cordis’ post-trial motion for JMOL on the issue of obviousness (thus affirming a jury’s verdict that the patent-in-suit had not been proved invalid), but vacated and remanded the district court’s denial of enhanced damages and attorney’s fees.  The Federal Circuit concluded that the district court had “applied our decision in In re Seagate Technology, LLC, 497 F.3d 1360 (Fed. Cir. 2007) (en banc), in a more rigorous manner than is appropriate,”
 and remanded for consideration of the factors listed in Read Corp. v. Portec, Inc., 970 F.2d 816 (Fed. Cir. 1992) for enhanced damages.

Spectralytics manufactured medical devices, including coronary stents.  Norman Noble, a co-defendant, manufactured coronary stents and sold those to Cordis under an exclusive supply contract.

Lasers were used to cut the “lace-like” patterns of coronary stents.  Various machines had been used, but as cardiac surgeons sought ever more complex patterns, manufacturing techniques changed to accommodate the need for extreme accuracy.  

Previously, two other stent producers, LPL Systems and RMS laser, had adapted a “Swiss-style” laser for cutting stents.  In that machine, a workpiece fixture held the workpiece.  The workpiece fixture and the laser were mounted in a manner to suppress movement and vibration.  Although that machine produced improved stents, it still did not produce the degree of accuracy desired by surgeons.

Spectralytics improved on the machine by starting with a Swiss-style machine, but changed the structure.  Rather than trying to suppress vibration, the Spectralytics machine mounted the workpiece fixture directly on the laser cutting head which essentially eliminated relative movement between the workpiece fixture and the laser cutting tool.  If there was vibration, the laser tool and workpiece fixture moved together.  One embodiment was illustrated in Fig. 2 (which does not appear in the court’s opinion):
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Claim 1 was deemed representative:

1. An apparatus for manufacturing a hollow, generally tubular workpiece having a pattern cut around the circumference and along the length thereof, which comprises:

(a) a laser cutting tool, the laser cutting tool having means for generating a la-ser beam used as a cutting implement; and

(b) a workpiece fixture rigidly carried on the cutting tool in a fixed spatial arrangement during use of the fixture, the fixture having a cantilever support for supporting a piece of stock tubing beneath the laser cutting tool in a cantilever manner with the cantilever support being located on just one side of the laser beam with the tubing extending from the cantilever support past the laser beam and the tubing being unsupported on the other side of the laser beam, and wherein the workpiece fixture comprises:

(i) a fixture body secured to the cutting tool; and

(ii) a generally horizontal bushing carried on the fixture body and extending beneath the cutting tool, the bushing having a central bore which is sized to be slightly greater than an outside diameter of the stock tubing.

The Federal Circuit noted the following which suggested that there was evidence of copying.  The Federal Circuit noted that both Spectralytics and Norman Noble hoped to secure Cordis as a customer.  According to the court, “[i]n April of 1995 Spectralytics hired a sales representative named Jack Lundeen, who stated that he had close connections with key Cordis executives. Unbeknownst to Spectralytics, two months later, in June of 1995, Lundeen was also hired by Norman Noble.”

Spectralytics had its machine designed, constructed and tested by early August 1995.  Spectralytics and Norman Noble entered into a confidentiality agreement for the purpose of discussing a possible business arrangement.  According to the court, “On August 24, 1995 Larry and Scott Noble traveled to the Spectralytics plant in Minneapolis, for the stated purpose of learning about Spectralytics’ laser stent-cutting technology. Spectralytics’ president, Gary Oberg, testified that he gave the Nobles a tour of the shop floor. Mr. Oberg testified that he did not recall all details of the visit, after ten years, but that Spectralytics’ new laser cutting machine was on the shop floor, and there was no reason he would not have shown the machine to the Nobles when they toured the shop.”

Norman Noble subsequently built a Swiss-type machine that had the workpiece fixture carried on the laser cutting tool.  That machine was able to produce stents that were significantly improved over prior Norman Noble stents.  Cordis and Norman Noble then entered into an exclusive supply contract under which Cordis agreed to indemnify Noble against any charges of patent infringement.

Spectralytics filed suit against Cordis and Noble in 2005.  A jury concluded that the patent-in-suit was not invalid, and had been willfully infringed.  The jury awarded reasonable royalty damages at a royalty rate of 5 percent based on the sales from Noble to Cordis.  The district court also issued a permanent injunction, and pre- and post-judgment interest.  The district court denied the defendants’ motions for a new trial and for JMOL, or for remittitur.  The district court also, however, denied Spectralytics motion for enhanced damages and attorneys’ fees based on the jury verdict of willful infringement.

On the issue of validity, Cordis and Noble argued that the modification to the Swiss-style machine would have been obvious.  The district court, in denying the post-trial motions, concluded that the jury’s findings had been supported by substantial evidence, and that invalidity had not been shown by clear and convincing evidence.

The district court, however, had remarked that “if this case had been tried to the Court, the Court likely would have found the ’277 patent invalid. But the Court cannot, on a post-trial motion, substitute its view of the evidence for the jury’s.”  Cordis and Noble argued that the district court had abdicated its role on a question of law.  The Federal Circuit disagreed.

Cordis and Noble relied on two prior art U.S. patents to Oberg and Ohe contending those taught attaching a workpiece fixture to a laser cutting tool.  Spectralytics, however, presented evidence at trial that in the Ohe machine, the connection was not rigid, and in Oberg, the workpiece fixture was supported by a frame rather than the cutting tool.  The district court concluded, and the Federal Circuit agreed, that a jury could have credited Spectralytics’ evidence.

Cordis and Noble urged that the district court’s conclusion that the prior art “taught away” from the invention of the patent-in-suit was error.  The Federal Circuit disagreed, explaining:  “ ‘Teaching away’ does not require that the prior art foresaw the specific invention that was later made, and warned against taking that path. It is indeed of interest if the prior art warned against the very modification made by the patentee, but it is not the sole basis on which a trier of fact could find that the prior art led away from the direction taken by the patentee.”
  Here, the Federal Circuit noted, “[i]nstead, the jury could find, based on the expert testimony, that prior Swiss-style machines taught away from embracing vibrations to improve cutting accuracy because all prior machines improved accuracy by dampening vibrations.”

In a footnote, the Federal Circuit rejected Cordis’ argument that under KSR it would have been “obvious to try” mounting the workpiece fixture on the laser cutting tool because there were only a finite number of predictable places to mount the workpiece fixture.  The Federal Circuit rejected that argument because it ignored “the expert testimony indicating that the cutting tool was not a predictable place to mount the workpiece fixture.”

The Federal Circuit further noted that Spectralytics had introduced evidence of copying and commercial success.  The court noted that “[i]n Stratoflex, Inc. v. Aeroquip Corp., * * * this court observed that ‘evidence of secondary considerations may often be the most probative and cogent evidence in the record. It may often establish that an invention appearing to have been obvious in light of the prior art was not. It is to be considered as part of all the evidence, not just when the decision-maker remains in doubt after reviewing the art.’ The objective considerations reflect the contemporary view of the invention by competitors and the marketplace.”

Cordis and Noble argued that Spectralytics had not shown the requisite “nexus” between the patent-in-suit and the commercial success.  The Federal Circuit disagreed pointing to statements by both Noble and Cordis regarding the improved Noble machine:  “Spectralytics points to the evidence that Norman Noble stated that its new machine was the reason why its product was better than then-competing products, and that Cordis described the new Noble machine as ‘superior’ and ‘advanced technology,’ with ‘cutting capabilities and precision not attainable’ by the prior laser-cutting system. There was substantial evidence whereby a reasonable jury could have found copying and commercial success, and could have weighed these factors in favor of nonobviousness.”

3. Unexpected Results

a) For Objective Evidence of Secondary Considerations to be Accorded Substantial Weight, Its Proponent Must Establish a Nexus Between the Evidence and the Merits of the Claimed Invention [image: image375.png]


 
In In re Kao,
 three applications, assigned to Endo Pharmaceuticals, Inc., relating to controlled-release tablets containing the opioid narcotic oxymorphone were on appeal from obviousness rejections.  The Federal Circuit reversed and remanded the rejection in one case, and affirmed the rejections in the other two cases.

Drug formulations containing opioids were used to manage chronic pain.  However, such drugs required a certain minimum level of concentration in a patient’s blood to provide pain relief.  However, opioids were typically provided in immediate release formulations, and some were rapidly metabolized by the liver resulting in low bioavailability.  Thus, such formulations had to be administered frequently (for example, every 4-6 hours) to provide pain relief.  However, that resulted in certain side effects such as disturbed sleep and altered mental states.

One of the applications on appeal – the ‘432 application – disclosed controlled release formulations containing the opioid oxymorphone, and which capable of relieving pain for between twelve and twenty-four hours.

Independent claim 1 called for:

1. An analgesically effective controlled release pharmaceutical composition with a twelve hour dosing interval in the form of a tablet, comprising oxymorphone or a pharmaceutically acceptable salt thereof as the sole active ingredient in the tablet and a controlled release delivery system comprising at least one pharmaceutical excipient, wherein upon placement of the composition in an in vitro dissolution test comprising USP Paddle Method at 50 rpm in 500 ml media having a pH of 1.2 to 6.8 at 37º C, about 15% to about 50%, by weight, of the oxymorphone or salt thereof is released from the tablet at about 1 hour in the test. (emphasis by the court)

Another independent claim was similar but called for “about 45% to about 80%, by weight, of the oxymorphone or salt thereof is released from the composition at about four hours in the test, and at least about 80%, by weight, of the oxymorphone or salt thereof is released from the composition at about 10 hours in the test.”

Claims 1 and 20 were rejected as having been obvious over a PCT publication to Maloney, alone and in combination with a U.S. patent to Calanchi et al.  The examiner concluded that Maloney disclosed the claimed formulation except for the dissolution rate.  The examiner contended that the burden fell on Endo to show why Maloney failed to satisfy the claimed dissolution rate.
Endo then submitted declarations explaining that Maloney disclosed only a dissolution profile for a controlled release formulation containing oxycodone – which had a different bioavailability profile that oxymorphone.  The declarations also averred that the controlled release oxymorphone formulations exhibited an unexpected result, namely that over time, the formulations cause multiple peaks in blood concentration which prevented patients from building a tolerance to the opioid.  Endo also included evidence that Opana® ER, a commercial embodiment of the invention, had experienced significant commercial success.

The examiner was not persuaded.  The examiner concluded that the declarations did not show that Maloney failed to suggest the claimed range of dissolution profiles, and that the evidence of unexpected results and commercial success was not commensurate with the scope of the claims because Opana® ER did not encompass all of the formulations covered by the claims.

The board affirmed relying only on Maloney and a formulation termed “Formula 6.”  The board noted that Maloney disclosed dissolution data for Formula 6 as measured by the USP Basket Method, not the claimed USP Paddle Method, but concluded that it would have been obvious to replace oxycodone in Formula 6 with oxymorphone because oxymorphone was a preferred opioid.  As for the dissolution rate, the board relied on one of the Endo declarations stating that the dissolution rate measured by the Basket Method was 1.3 times faster than the rate measured by the Paddle Method, and concluded that Formula 6 satisfied the claimed dissolution rate.

With respect to the evidence of unexpected results and commercial success, the board assumed that evidence was sufficient to overcome a prima facie case of obviousness.  However, the board concluded that the evidence was not commensurate with the scope of the claims.

On appeal, the Federal Circuit reversed and remanded.  The Federal Circuit reasoned that even accepting that it would have been obvious to substitute oxymorphone in Maloney’s Formula 6, the board’s reasoning did not provide substantial evidence of obviousness because there was insufficient evidence that the modified formulation would meet the claimed dissolution profile.  In particular, the Federal Circuit held that “there is a lack of direct factual support in the record for the view that the claimed range of dissolution rates actually overlaps with the dissolution rate disclosed in Maloney, a premise upon which the Board’s reasoning is founded. Thus, while it matters not whether the hypothetical skilled artisan would have appreciated the ‘correlation’ at issue here, it matters greatly whether anything the skilled artisan would be prompted by the prior art to do is in fact within the scope of the pending claim.”

According to the Federal Circuit, “[t]he declaration relied upon by the Board does not provide substantial evidence for its finding of a correlation between the Basket and Paddle Methods. The Board relied on four data points from an exhibit correlating the dissolution rates of Opana® ER, when tested by both methods, and Maloney’s Formula 6, tested only by the Basket Method, and concluded, without any reasoning, that because the Basket Method dissolution in the first hour for Opana® ER was 1.3 times faster than the dissolution rate of the Paddle Method for Opana® ER, this correlation would also hold for Maloney’s Formula 6.”

Moreover, according to the Federal Circuit, “the declarant responsible for the exhibit expressly stated that there is no general correlation between the Basket and Paddle Methods and cited prior art literature that supported this conclusion. The Board has not provided any reason, apart from its own statement to the contrary, to question this conclusion. * * * For these reasons, the Board’s reliance on its own conjecture regarding whether a direct substitution of oxymorphone in Formula 6 would satisfy the claimed range of dissolution rates is improper.”

The Federal Circuit remanded to the board to consider the importance, or lack thereof, of the claimed range on the issue of obviousness.  

With respect to the “secondary considerations,” the Federal Circuit acknowledged that “[e]vidence of secondary considerations must be reasonably commensurate with the scope of the claims.”
  However, the Federal Circuit also noted that “[t]his does not mean that an applicant is required to test every embodiment within the scope of his or her claims. If an applicant demonstrates that an embodiment has an unexpected result and provides an adequate basis to support the conclusion that other embodiments falling within the claim will behave in the same manner, this will generally establish that the evidence is commensurate with scope of the claims.

However, the Federal Circuit further noted that “[f]or objective evidence of secondary considerations to be accorded substantial weight, its proponent must establish a nexus between the evidence and the merits of the claimed invention.”
 

With regard to the evidence of unexpected results, the Federal Circuit directed that “in considering the evidence of unexpected results, [the board] should determine whether there is a nexus between the unexpected in vivo concentration profile and aspects of the claimed invention not already present in the prior art. More specifically, for the unexpected in vivo concentration profile of the applicant’s product to have substantial weight, there must be a nexus to some aspect of the claim not already in the prior art, such as the claimed range of dissolution rates, as against other unclaimed prior-art dissolution rates.”

The Federal Circuit reached a similar conclusion vis-à-vis commercial success.  The Federal Circuit noted “the record is nearly silent on whether the commercial success was caused by the merits of the invention as distinct from the prior art. In short, if it is not established that the claimed and novel range for a controlled release oxymorphone formulation causes commercial success where the prior art range would not, then it will be difficult to show the required nexus.”

The second application on appeal – the ‘859 application – disclosed a method of relieving pain using oxymorphone in a controlled release delivery system.  Claim 8 called for:

8. A method for treating pain in a human subject in need of acute or chronic pain relief, comprising the steps of:

(a) Providing a solid oral dosage form comprising about 5 mg to about 80 mg oxymorphone or a pharmaceutically acceptable salt thereof in a controlled release delivery system with a release rate profile designed to provide an adequate blood plasma level over at least 12 hours to provide sustained pain relief over this same period, the system comprising a filler and a hydrophilic material, wherein oxymorphone is the sole active ingredient; and,

(b) administering the dosage form to the subject, wherein the oxymorphone Cmax is at least about 50% higher when the dosage form is administered to the subject under fed versus fasted conditions. (emphasis by the court)

The examiner rejected claim 8 (and another independent claim) as having been obvious over Maloney which, according to the examiner, taught “oral sustained release preparations of opioid analgesics” with the use of oxymorphone as a preferred opioid.

The board affirmed finding that it would have been obvious to formulate the claimed oral dosage form and administer it to a subject as claimed.  The board held that the evidence of unexpected results and commercial success were not commensurate with the scope of the claims.

Endo argued, inter alia, that Maloney failed to disclose the claimed food effects and the 12-hour effectiveness. 

Specifically, Endo argued that Maloney did not expressly disclose the “food effect” limitation and that the board had erred when the board relied on the disclosure in the ‘859 specification that claimed “food effect” was a property of oxymorphone.  Endo argued that obviousness could only be based on what was known in the art and there was no evidence that anyone recognized the claimed food effect at the time.

The Federal Circuit disagreed.  The Federal Circuit concluded that “[s]ubstantial evidence supports the Board’s finding, based upon the specification, which confirms that the claimed ‘food effect’ is an inherent property of oxymorphone itself, present both in controlled release and immediate release formulations of that drug.”

The Federal Circuit noted that “[t]his is not a case where the Board relied on an unknown property of prior art for a teaching. Rather, Maloney’s express teachings render the claimed controlled release oxymorphone formulation obvious, and the claimed ‘food effect’ adds nothing of patentable consequence.”

Comment:  Judge Newman wrote in Continental Can Co. USA v. Monsanto Co.,
 that in order to establish inherency, the extrinsic evidence “must make clear that the missing descriptive matter is necessarily present in the thing described in the reference, and that it would be so recognized by persons of ordinary skill.”  (emphasis added) Subsequent cases, however, such as In re Cruciferous Sprout Litigation,
 MEHL/Biophile,
 Atlas Powder,
 and EMI,
 have expressly held that a prior art reference may anticipate claims through inherency even though one of ordinary skill in the art did not recognize the inherent characteristics of the prior art.  Although Judge Newman’s comment in Continental Can that “and that it would be so recognized by persons of ordinary skill” has – technically speaking – never been expressly overturned by an en banc court, in Schering Corp. v. Geneva Pharmaceuticals, Inc.
 the Federal Circuit concluded that inherency did not require recognition by one of ordinary skill in the art, relying, inter alia, on an en banc vacation of a panel opinion in another case.  Specifically, in Elan Pharmaceuticals, Inc. v. Mayo Foundation for Medical Education & Research,
 the majority (in an opinion written by Judge Newman) emphasized that one of ordinary skill in the art would not have recognized the asserted inherency, while the dissent strongly urged that “[i]t matters not that those of ordinary skill heretofore may not have recognized these inherent characteristics.”
  On December 18, 2002, the Federal Circuit granted a petition for rehearing en banc, and vacated the panel’s judgment and original opinion.  The panel then issued a “replacement” opinion, Elan Pharmaceuticals, Inc. v. Mayo Foundation for Medical Education & Research,
 in which the panel, now unanimously, “clarified” that “invalidity based on anticipation requires that the assertedly [sic asserted] anticipating disclosure enabled the subject matter of the reference and thus of the patented invention without undue experimentation.”
  Thus, it would seem that Judge Newman’s comment “and that it would be so recognized by persons of ordinary skill” has effectively been overturned.
With respect to the 12-hour effectiveness limitation, Endo argued that it had provided evidence that one of skill in the art would not have expected that oxymorphone could be substituted for oxycodone because (1) oxymorphone has a much lower bioavailability than oxycodone and (2) oxymorphone is subject to being early metabolized by the liver.

The PTO urged that the board found that Maloney expressly taught using oxymorphone in the disclosed formulations, and that Endo’s experts, while urging that Maloney did not enable the disclosed oxymorphone formulation, based their opinions on various “concerns” that did not amount to a showing of non-enablement.

The Federal Circuit agreed with the PTO:  “Substantial evidence supports the Board’s finding. The Board found that Maloney teaches a controlled release opioid formulation comprising an opioid compound in amounts of 5-100 mg. Maloney further discloses that oxymorphone is a preferred opioid compound. Finally, Maloney discloses that its dosage form provides a dissolution rate of 60%-80% active agent released after 12 hours. Based on these findings, the Board reasonably concluded that Maloney’s active agent would still be effective after 12 hours because it is still being released from Maloney’s dosage form at 12 hours. Notwithstanding the ‘concerns’ expressed by Endo’s experts, Endo has failed to provide record evidence showing that Maloney’s disclosure fails to provide a reasonable expectation of obtaining the plasma levels of oxymorphone suggested by Maloney and required by claims 8 and 21. * * * Substantial evidence supports the Board’s conclusion that the oxymorphone formulation disclosed in Maloney would satisfy the claimed 12-hour effectiveness limitation.”

With respect to the “secondary considerations,” the Federal Circuit concluded that “[h]ere, as with the ’432 Application, the Board erred by failing to consider Endo’s evidence of secondary considerations,” but “[u]nlike the ’432 Application, however, the Board, in this appeal, presented a strong showing of obviousness. * * * Endo’s evidence of secondary considerations was insufficient to overcome this strong showing of primary considerations that rendered the claims at issue invalid.”

The third application – the ‘740 application – was drawn to a method for providing extended pain relief.  Claim 21 called for:

21. A method of providing extended pain relief to patients in need thereof, comprising:

providing information that the average bioavailability of oxymorphone in an oral extended release formulation designed to have a 12 hour dosing cycle is increased by at least about 26% for subjects with renal impairment compared to that for healthy subjects, and

providing a therapeutically effective amount of such an extended release oral dosage form of oxymorphone or its pharmaceutically acceptable salt thereof.

The PTO rejected claim 21 as having been obvious over various reference combinations, but the Federal Circuit only considered one – Maloney in view of a U.S. patent publication to Reitberg.  

The examiner concluded that “Maloney teaches a controlled-release dosage form comprising oxymorphone,” that Reitberg taught a clinical evaluation kit for measuring the effectiveness of treatment of a specific individual comprising a medication and instructions, and that it would have been obvious to combine the two.  The applicant argued to the board that it would not have been obvious to combine the teachings of the references because the correlation between renal impairment and bioavailability was not previously known.  The applicant also urged commercial success and unexpected results overcame any showing of obviousness.

According to the Federal Circuit, “[i]t is undisputed that Maloney discloses a method of providing extended pain relief by the provision of a therapeutically effective amount of controlled release oxymorphone. [The applicant’s] asserted novel contribution is ‘providing information’ about a previously undiscovered correlation between renal failure and bioavailability. [The applicant] argues that the Board and the examiner erred in holding his claim obvious because there was not substantial evidence that the correlation was known in the prior art.”

The Federal Circuit concluded that a similar argument had been rejected in King Pharmaceuticals, Inc. v. Eon Labs, Inc.
  According to the Federal Circuit, “[t]his court squarely rejected a similar argument in King Pharmaceuticals. There, the claim at issue recited ‘a method of increasing the oral bioavailability of metaxalone’ by ‘administering to the patient a therapeutically effective amount of metaxalone in a pharmaceutical composition with food,’ and ‘informing’ the patient that taking metaxalone with food will increase the drug’s bioavailability. * * * This court stated that the relevant question in determining whether the method claims were patentable was ‘whether the additional instructional limitation of claim 21 has a ‘new and unobvious functional relationship’ with the known method of administering metaxalone with food.’ * * * We held that there was no functional relationship between the informing step and the administering step, because ‘[i]nforming a patient about the benefits of a drug in no way transforms the process of taking the drug with food,’ and therefore the claim was invalid as anticipated by the prior art.”

The Federal Circuit concluded that “[t]his case is not meaningfully distinct. Though the correlation between the renal impairment and bioavailability was not known, informing someone of the correlation cannot confer patentability absent a functional relationship between the informing and administering steps. * * * This is because there is no requirement in the claim that the dosage be adjusted in response to the informing step. Indeed, because there is no indication of who is to be informed or to whom the drug is to be administered, the claim would presumably cover a situation where a doctor informs patient A of the correlation and administers a therapeutically effective dose of controlled release oxymorphone to patient B. Because there is no functional relationship between the two steps in the method, and because the administration of controlled release oxymorphone is squarely present in the prior art, [the] claim must fail. We agree with our predecessor court that to allow such a claim would effectively ‘remove from the public that which is in the public domain by virtue of its inclusion in, or obviousness from, the prior art.’ ”

With respect to the “secondary considerations,” the Federal Circuit concluded that Endo had not shown the required nexus:  “The only limitation not expressly recited in the prior art of record is the informing step. Endo does not contend that the evidence of unexpected results in the form of the multiple peaks is at all related to the informing step of the claim. Likewise, there is no indication that Opana® ER’s commercial success is attributable to the informing step, particularly because, as discussed above, the claim does not require that the informing step have any appreciable effect on the administration of the drug.”

IV. § 101 – INVENTIONS PATENTABLE
A. Patent-Eligible Subject Matter

1. The Supreme Court in Bilski Rejected the Machine-or-Transformation Test as the Sole Definitive Test for Patent-Eligible Subject Matter, But Nevertheless Characterized the Test as “a useful and important clue, an investigative tool, for determining whether some claimed inventions are processes under § 101”: Claim Limitations “administering” and “determining” Avoid Reading on Natural Phenomena [image: image376.png]
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In Prometheus Laboratories, Inc. v. Mayo Collaborative Services (Prometheus II),
 the Supreme Court, following its decision in Bilski, granted certiorari to consider the Federal Circuit’s earlier 2009 opinion, concluding that the claims-at-issue recited patent-eligible subject matter, and then vacated and remanded the case to the Federal Circuit with directions to consider the opinion in Bilski (a GVR).  The Federal Circuit again held that the claims-at-issue recited patent-eligible subject matter.

On March 17, 2011, Mayo filed a petition for writ of certiorari with the Supreme Court.  As of this writing, the Court has not issued a decision whether to grant the petition.

Prometheus was the owner of two patents drawn to methods for determining the optimal dosage of thiopurine drugs used to treat gastrointestinal and non-gastrointestinal autoimmune diseases.  Although those drugs had been previously used to treat those diseases, treatment was complicated for some patients due to non-responsiveness and drug toxicity.  

Claim 1 of one of the patents-in-suit was deemed representative:

1. A method of optimizing therapeutic efficacy for treatment of an immune-mediated gastrointestinal disorder, comprising:

(a) administering a drug providing 6-thioguanine to a subject having said immune-mediated gastrointestinal disorder; and

(b) determining the level of 6-thioguanine in said subject having said immune-mediated gastrointestinal disorder,

wherein the level of 6-thioguanine less than about 230 pmol per 8x108 red blood cells indicates a need to increase the amount of said drug subsequently administered to said subject and

wherein the level of 6-thioguanine greater than about 400 pmol per 8x108 red blood cells indicates a need to decrease the amount of said drug subsequently administered to said subject.

Prometheus marketed a test that used the technology of the patents-in-suit.  Mayo previously purchased and used that test, but in 2004 announced that it would begin using its own test.  Mayo’s test measured the same metabolites, but used different levels to determine toxicity.

Prometheus sued for infringement.  The district court held on summary judgment that Mayo’s test literally infringed one claim of one of the patents-in-suit.  Mayo later filed a motion for summary judgment of invalidity under § 101 contending that the patents-in-suit claimed a natural phenomena, namely the correlations between thiopurine drug metabolite levels, and efficacy and toxicity.  The district court granted that motion.

In a first appeal, the Federal Circuit reversed using what was then the Federal Circuit’s “machine-or-transformation” test, later criticized by the Supreme Court in Bilski.  The Federal Circuit concluded that the “administering” and “determining” steps were transformative and not merely data gathering steps.  The Federal Circuit held that the claims did not wholly preempt the use of the correlation between metabolite levels and drug efficacy or toxicity.

After remand, the Federal Circuit characterized the Supreme Court’s opinion in Bilski as rejecting the “machine-or-transformation” test as the “sole, definitive” test for determining patent-eligible subject matter, but viewed the “machine-or-transformation” test as a useful tool in that analysis.  The Federal Circuit wrote:

Following our decision in Prometheus, the Supreme Court issued a decision rejecting the machine-or-transformation test as the sole, definitive test for determining the patent eligibility of a process under § 101. Bilski, 130 S. Ct. at 3226-27. Instead, the Court declined to adopt any categorical rules outside the well-established exceptions for laws of nature, physical phenomena, and abstract ideas, and resolved the case based on its decisions in Gottschalk v. Benson, 409 U.S. 63 (1972), Parker v. Flook, 437 U.S. 584 (1978), and Diamond v. Diehr, 450 U.S. 175 (1981), holding that Bilski’s claims to methods of hedging risk are not patentable processes because they attempt to patent abstract ideas. Id. at 3226, 3229-30. The Court did not, however, reject the machine-or-transformation test, but rather characterized the test as “a useful and important clue, an investigative tool, for determining whether some claimed inventions are processes under § 101.” Id. at 3227.

The Federal Circuit reasoned that “[i]n light of the Supreme Court’s decision in Bilski, patent eligibility in this case turns on whether Prometheus’s asserted claims are drawn to a natural phenomenon, the patenting of which would entirely preempt its use as in Benson or Flook, or whether the claims are drawn only to a particular application of that phenomenon as in Diehr. * * * We conclude they are drawn to the latter.”

The Federal Circuit reasoned:

[W]e again hold that Prometheus’s asserted method claims recite a patent-eligible application of naturally occurring correlations between metabolite levels and efficacy or toxicity, and thus do not wholly preempt all uses of the recited correlations. As discussed below, the claims recite specific treatment steps, not just the correlations themselves. And the steps involve a particular application of the natural correlations: the treatment of a specific disease by administering specific drugs and measuring specific metabolites. As such, and contrary to Mayo’s assertions, the claims do not preempt all uses of the natural correlations; they utilize them in a series of specific steps. * * * The inventive nature of the claimed methods stems not from preemption of all use of these natural processes, but from the application of a natural phenomenon in a series of steps comprising particular methods of treatment. Other drugs might be administered to optimize the therapeutic efficacy of the claimed treatment.

The Federal Circuit also concluded that the claims satisfied the transformation prong of the machine-or-transformation analysis:

We similarly reaffirm that the treatment methods claimed in Prometheus’s patents in suit satisfy the transformation prong of the machine-or-transformation test, as they “transform an article into a different state or thing,” and this transformation is “central to the purpose of the claimed process.” * * * The transformation is of the human body and of its components following the administration of a specific class of drugs and the various chemical and physical changes of the drugs’ metabolites that enable their concentrations to be determined. We thus have no need to separately determine whether the claims also satisfy the machine prong of the test.

The Federal Circuit also analogized the claims to method of treatment claims:  “The asserted claims are in effect claims to methods of treatment, which are always transformative when one of a defined group of drugs is administered to the body to ameliorate the effects of an undesired condition.”

The Federal Circuit reasoned that “[t]he fact that the change of the administered drug into its metabolites relies on natural processes does not disqualify the administering step from the realm of patentability. As Prometheus points out, quite literally every transformation of physical matter can be described as occurring according to natural processes and natural law. Transformations operate by natural principles. The transformation here, however, is the result of the physical administration of a drug to a subject to transform—i.e., treat—the subject, which is itself not a natural process. * * * The administering step, therefore, is not merely data-gathering but a significant transformative element of Prometheus’s claimed methods of treatment that is ‘sufficiently definite to confine the patent monopoly within rather definite bounds.’ ”

Some claims, however, did not include the administering step.  The Federal Circuit, however, further concluded that the “determining” step was transformative:  “[W]e also hold that the determining step, which is present in each of the asserted claims, is transformative and central to the claimed methods. Determining the levels of 6-TG or 6-MMP in a subject necessarily involves a transformation. Some form of manipulation, such as the high pressure liquid chromatography method specified in several of the asserted dependent claims or some other modification of the substances to be measured, is necessary to extract the metabolites from a bodily sample and determine their concentration. * * * That is clearly a transformation. In fact, Mayo does not dispute that determining metabolite levels in the clinical samples taken from patients is transformative, but argues that this transformation is merely a necessary data-gathering step for use of the correlations. On the contrary, this transformation is central to the purpose of the claims, since the determining step is, like the administering step, a significant part of the claimed method. Measuring the levels of 6-TG and 6-MMP is what enables possible adjustments to thiopurine drug dosage to be detected for optimizing efficacy or reducing toxicity during a course of treatment. The determining step, by working a chemical and physical transformation on physical substances, likewise sufficiently confines the patent monopoly, as required by the machine-or-transformation test.”

In Laboratory Corp. of America Holdings v. Metabolite Laboratories, Inc.,
 the Supreme Court dismissed finding that the writ of certiorari had been improvidently granted.  Justices Breyer, Stevens and Souter dissented, urging that the case should have been decided.  With regard to claims similar to those at issue in Prometheus, the dissenters wrote: “At most, respondents have simply described the natural law at issue in the abstract patent language of a ‘process.’ But they cannot avoid the fact that the process is no more than an instruction to read some numbers in light of medical knowledge.”

Mayo urged that the dissent in Lab. Corp. had been cited with approval by five justices in Bilski.  The Federal Circuit addressed that in a footnote:

Mayo, as did the district court, points to the opinion of three Justices dissenting from the dismissal of the grant of certiorari in Lab. Corp., 548 U.S. 124 (Breyer, J., dissenting from dismissal of certiorari as improvidently granted). * * * Again, with respect, we decline to discuss a dissent; it is not controlling law, and it involved different claims from the ones at issue here. Mayo further claims that five Justices in two concurrences cited Lab. Corp. with approval in Bilski, but such citations fail to transform a dissent into controlling law. Moreover, one concurrence cites Lab. Corp. for the proposition that “too much patent protection can impede rather than ‘promote the Progress of . . . useful Arts,’” in arguing for a categorical rule that business method patents do not qualify as patent-eligible processes under § 101. Bilski, 130 S. Ct. at 3255 (Stevens, J., concurring). But this case does not involve business method patents.

NOTE:  Of the three dissenting justices in Lab. Corp. - Justices Breyer, Stevens and Souter – only Justice Breyer remains.  Whether Justices Sotomayor and Kagan have similar views is unknown.  Also, an affirmative vote of at least four justices is required to grant a writ of certiorari.  In Bilski, Justice Stevens filed an opinion concurring in the judgment joined by Justices Ginsburg, Breyer and Sotomayor.  Justice Breyer also filed an opinion concurring in the judgment, which was joined in part by Justice Scalia.

2.  “The distinction * * * between a product of nature and a human-made invention for purposes of § 101 turns on a change in the claimed composition’s identity compared with what exists in nature. Specifically, the Supreme Court has drawn a line between compositions that, even if combined or altered in a manner not found in nature, have similar characteristics as in nature, and compositions that human intervention has given ‘markedly different,’ or ‘distinctive,’ characteristics” [image: image378.png]
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In Association for Molecular Pathology v. United States Patent & Trademark Office,
 an assortment of medical organizations, researchers, genetic counselors, and patients (“Plaintiffs) brought a declaratory judgment action against the U.S. PTO, Myriad Genetics, Inc. and the University of Utah Research Foundation (Myriad and University of Utah, collectively “Myriad”) seeking a declaratory judgment that fifteen claims from seven patents assigned to Myriad were drawn to patent ineligible subject matter under § 101.  The district court concluded that the Plaintiffs had standing to bring the action, and that there was subject matter jurisdiction for a declaratory judgment.  The district court further concluded that the subject claims were not drawn to patent-eligible subject matter.  The Federal Circuit concluded (1) one of the Plaintiffs had standing, and (2) the district court had subject matter jurisdiction.  On the merits, a divided Federal Circuit concluded that (1) composition claims to “isolated” DNA molecules constituted patent-eligible subject matter, (2) method claims to screening potential cancer therapeutics constituted patent-eligible subject matter, and (3) method claims to “comparing” or “analyzing” DNA sequences constituted patent-ineligible subject matter as being drawn to abstract mental steps.

Circuit Judge Moore concurred-in-part.  Circuit Judge Moore joined Judge Lourie’s opinion vis-à-vis the standing and jurisdiction issues and the disposition of the method claims.  As for the composition claims to “isolated” DNA, Judge Moore joined Judge Lourie’s opinion vis-à-vis isolated cDNA sequences, and concurred in the judgment vis-à-vis the remaining sequences, largely based on the PTO’s past practice of allowing such claims (although the government had filed an amicus brief, which was not “signed” by the PTO, asserting that the PTO’s past practice was wrong).

Circuit Judge Bryson concurred with respect to the standing and jurisdiction issues, and disposition of the method claims, and the cDNA claims.  Judge Bryson dissented from the holding that claims drawn to BRCA genes and claims to gene fragments constituted patent-eligible subject matter.  Judge Bryson declined to give the PTO’s past action any significant weight.

The opinions are lengthy – covering 105 pages.  The standing and jurisdiction issues are addressed elsewhere.  However, the Federal Circuit concluded that only one plaintiff – Dr. Ostrer – had standing.  As noted in the following “comment,” events not discussed in the Federal Circuit’s opinion indicate that Dr. Ostrer’s standing – as of the date of the Federal Circuit’s opinion, as well as possibly as of the date of the subsequent mandate – may be in doubt based on the Federal Circuit’s rationale.  If Dr. Ostrer has lost standing, there is a possibility that the Federal Circuit’s discussion of the merits becomes – at best- dicta.  Accordingly, counsel should be cautious in relying on this opinion.

The composition claims covered two “isolated” human genes, BRCA 1 and BRCA 2, and certain alternations or mutations in those genes associated with a predisposition to breast and ovarian cancer.  The Federal Circuit deemed claims 1, 2 and 5 of one of the patents-in-suit as being representative:

1. An isolated DNA coding for a BRCA1 polypeptide, said polypeptide having the amino acid sequence set forth in SEQ ID NO: 2.

2. The isolated DNA of claim 1, wherein said DNA has the nucleotide sequence set forth in SEQ ID NO: 1.

5. An isolated DNA having at least 15 nucleotides of the DNA of claim 1.

One method claim was drawn to a method of screening potential cancer therapeutics, and called for:

20. A method for screening potential cancer therapeutics which comprises: growing a trans-formed eukaryotic host cell containing an altered BRCA1 gene causing cancer in the presence of a compound suspected of being a cancer therapeutic, growing said transformed eukaryotic host cell in the absence of said compound, determining the rate of growth of said host cell in the presence of said compound and the rate of growth of said host cell in the absence of said compound and comparing the growth rate of said host cells, wherein a slower rate of growth of said host cell in the presence of said compound is indicative of a cancer therapeutic.

The other method claims were drawn to method of “analyzing” or “comparing” a patient’s BRCA sequence with the normal or “wild-type” sequence to identify the presence of cancer-predisposing mutations.  Claim 1 of the one of the patents-in-suit:

1. A method for detecting a germline alteration in a BRCA1 gene, said alteration selected from the group consisting of the alterations set forth in Tables 12A, 14, 18 or 19 in a human which comprises analyzing a sequence of a BRCA1 gene or BRCA1 RNA from a human sample or analyzing a sequence of BRCA1 cDNA made from mRNA from said human sample with the proviso that said germline alteration is not a deletion of 4 nucleotides corresponding to base numbers 4184-4187 of SEQ ID NO:1.

and claim 1 of another of the patents-in-suit:
1. A method for screening a tumor sample from a human subject for a somatic alteration in a BRCA1 gene in said tumor which comprises [] comparing a first sequence selected from the group consisting of a BRCA1 gene from said tumor sample, BRCA1 RNA from said tumor sample and BRCA1 cDNA made from mRNA from said tumor sample with a second sequence selected from the group consisting of BRCA1 gene from a nontumor sample of said subject, BRCA1 RNA from said nontumor sample and BRCA1 cDNA made from mRNA from said nontumor sample, wherein a difference in the sequence of the BRCA1 gene, BRCA1 RNA or BRCA1 cDNA from said tumor sample from the sequence of the BRCA1 gene, BRCA1 RNA or BRCA1 cDNA from said nontumor sample indicates a somatic alteration in the BRCA1 gene in said tumor sample.

were deemed representative.
There was a correlation between mutations in the BRCA genes and an increased risk of breast and ovarian cancer.  Diagnostic testing for such BRCA genes thus could provide information on a genetic predisposition for breast or ovarian cancer.

The inventors had identified the genetic basis of BRACA1 and BRACA2 related cancers, and had correlated the occurrence of cancer with the inheritance of certain DNA markers.  That permitted the inventors to identify the physical location of the BRCA genes within the human genome, and to isolate the BRCA genes and determine their nucleotide sequences.  That then allowed Myriad to provide BRCA diagnostic testing.

Myriad’s first patent issued in 1997 drawn to isolated BRAC1 DNA and related diagnostic methods.  The first patent drawn to isolated BRAC2 DNA and related diagnostic methods issued in 1998.

The Federal Circuit reversed the district court’s finding that all of the Plaintiffs had standing.  Rather, the Federal Circuit concluded that only Dr. Ostrer had standing for reasons discussed elsewhere herein.

Comment:  The opinion was dated July 29, 2011.  In a letter to the Federal Circuit dated July 27, 2011, counsel for defendants/appellants advised the court, inter alia, that Dr. Ostrer was leaving NYU to join the Department of Genetics at Albert Einstein College of Medicine, and that Einstein Genetics did not offer, and was not qualified to offer, clinical genetic testing:
[image: image382.emf]
Counsel also urged that under Benitec Australia Ltd. v. Nucleonics, Inc.,
 “[t]he burden is on the party claiming declaratory judgment jurisdiction to establish that such jurisdiction existed at the time the claim for declaratory relief was filed and that it has continued since.”

On July 29, 2011, the ACLU, on behalf of the plaintiffs/appellees, advised the Federal Circuit that although Dr. Ostrer had accepted a position on the staff of Albert Einstein College of Medicine, he was accepting the position of Director of Genetic and Genomic Diagnostics at the Montefore Medical Center which had the capability to do BRCA1/2 gene sequencing, and that “Dr. Ostrer continues to wish to engage in the sequencing but cannot do so as a direct result of the actions of defendant Myriad”:
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Thus, Dr. Ostrer’s standing as of the date of the Federal Circuit’s decision – and perhaps later when the Federal Circuit’s mandate issues – is in doubt.  Because Dr. Ostrer was the only plaintiff that the Federal Circuit found had standing, if the foregoing events indicate that Dr. Ostrer did not have standing under the Federal Circuit’s rationale as of the date of its decision – or possibly later as of the date of its mandate – it is potentially possible that the Federal Circuit’s further decisions on the merits of the action – namely the § 101 issues – have no effect due to the lack of any one plaintiff having standing.  Accordingly, counsel should be cautious in relying on any substantive portion of this opinion dealing with issues under § 101.
Nevertheless, turning to the merits, the Federal Circuit noted that the Supreme Court in Bilski reiterated that the three exceptions to the patent eligibility provisions of § 101 were phenomena of nature, mental processes, and products of nature.

Composition Claims
With respect to the composition claims to isolated DNA molecules, Myriad, the Plaintiffs, and the government as amicus curiae, differed on the underlying rationale.  Myriad urged that an isolated DNA molecule was patent-eligible because, as claimed, such molecule was “a nonnaturally occurring composition of matter” with “a distinctive name, character, and use.”  Myriad argued that an isolated DNA molecule does not exist in nature and, unlike native DNA, can be used in diagnosing cancer.  Myriad further urged that a categorical exclusion of “products of nature” was unworkable because every composition of matter, at some level, was a naturally existing material.

The Plaintiffs urged that the claims to isolated DNA molecules were not patent-eligible because the claims covered natural phenomena and products of nature.  The Plaintiffs argued that a composition of matter – to be patent-eligible – must have a distinctive name, character, and use making it “markedly different” from the naturally occurring product.  The Plaintiffs urged that the isolated DNA molecules here did not have any “markedly different” characteristics, and contained the same nucleotide sequence as native DNA.  The Plaintiffs further urged that the isolated DNA claims had the effect of precluding anyone from working with BRCA genes.

The government as amicus curiae, according to the court, did not “defend” the PTO’s longstanding position that isolated DNA molecules were patent-eligible, but instead urged the court to adopt a middle ground.  The government argued that DNA molecules that were the result of human engineering, including cDNA, were patent-eligible because, subject to rare exceptions, such compositions did not exist in nature, either in isolated form or as contiguous sequences within a chromosome.  However, the government argued that isolated and unmodified genomic DNA molecules were not patent-eligible because they were products of nature since their nucleotide sequences arose because of evolution, not because of man.

The Federal Circuit noted that at oral argument, the government used a “magic microscope” analysis to illustrate the difference.  “According to the government’s test, if an imaginary microscope could focus in on the claimed DNA molecule as it exists in the human body, the claim covers unpatentable subject matter. The government thus argues that because such a microscope could focus in on the claimed isolated BRCA1 or BRCA2 sequences as they exist in the human body, the claims covering those sequences are not patent eligible. In contrast, the government contends, because an imaginary microscope could not focus in vivo on a cDNA sequence, which is engineered by man to splice together non-contiguous coding sequences (i.e., exons), claims covering cDNAs are patent eligible.”

The Federal Circuit panel majority concluded that the “challenged claims to isolated DNAs, whether limited to cDNAs or not, are directed to patent-eligible subject matter under § 101.”
  The Federal Circuit relied primarily on the Supreme Court decisions in Diamond v. Chakrabarty
 and Funk Brothers Seed Co. v. Kalo Inoculant Co.

The Federal Circuit panel majority reasoned that “[t]he Chakrabarty Court * * * concluded that what distinguished Chakrabarty’s bacteria from those claimed in Funk Brothers, and made the former patent eligible, was that Chakrabarty’s bacteria had ‘markedly different characteristics from any [bacterium] found in nature’ based on the efforts of the patentee.”

The Federal Circuit panel majority reasoned that “[t]he distinction, therefore, between a product of nature and a human-made invention for purposes of § 101 turns on a change in the claimed composition’s identity compared with what exists in nature. Specifically, the Supreme Court has drawn a line between compositions that, even if combined or altered in a manner not found in nature, have similar characteristics as in nature, and compositions that human intervention has given ‘markedly different,’ or ‘distinctive,’ characteristics.”

According to the Federal Circuit panel majority, “[a]pplying this test to the isolated DNAs in this case, we conclude that the challenged claims are drawn to patentable subject matter because the claims cover molecules that are markedly different—have a distinctive chemical identity and nature—from molecules that exist in nature.”

The Federal Circuit panel majority reasoned:

It is undisputed that Myriad’s claimed isolated DNAs exist in a distinctive chemical form—as distinctive chemical molecules—from DNAs in the human body, i.e., native DNA. Native DNA exists in the body as one of forty-six large, contiguous DNA molecules. Each DNA molecule is itself an integral part of a larger structural complex, a chromosome. In each chromosome, the DNA molecule is packaged around histone proteins into a structure called chromatin, which in turn is packaged into the chromosomal structure. See supra, Figure 3.
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Isolated DNA, in contrast, is a free-standing portion of a native DNA molecule, frequently a single gene. Isolated DNA has been cleaved (i.e., had covalent bonds in its backbone chemically severed) or synthesized to consist of just a fraction of a naturally occurring DNA molecule. For example, the BRCA1 gene in its native state resides on chromosome 17, a DNA molecule of around eighty million nucleotides. Similarly, BRCA2 in its native state is located on chromosome 13, a DNA of approximately 114 million nucleotides. In contrast, isolated BRCA1 and BRCA2, with introns, each consists of just 80,000 or so nucleotides. And without introns, BRCA2 shrinks to just 10,200 or so nucleotides and BRCA1 to just around 5,500 nucleotides. Furthermore, claims 5 and 6 of the ’282 patent cover isolated DNAs having as few as fifteen nucleotides of a BRCA sequence. Accordingly, BRCA1 and BRCA2 in their isolated state are not the same molecules as DNA as it exists in the body; human intervention in cleaving or synthesizing a portion of a native chromosomal DNA imparts on that isolated DNA a distinctive chemical identity from that possessed by native DNA.

The Federal Circuit panel majority rejected the Plaintiffs’ argument that because the claimed isolated DNA molecules retained the same nucleotide sequence as native DNA they did not have “markedly different characteristics.”  The Federal Circuit panel majority criticized that argument as looking only to one similarity – i.e., the information content of the isolated and native DNA molecules.  According to the Federal Circuit panel majority, however, “it is the distinctive nature of DNA molecules as isolated compositions of matter that determines their patent eligibility rather than their physiological use or benefit. Uses of chemical substances may be relevant to the non-obviousness of these substances or to method claims embodying those uses, but the patent eligibility of an isolated DNA is not negated because it has similar informational properties to a different, more complex natural material that embodies it. The claimed isolated DNA molecules are distinct from their natural existence as portions of larger entities, and their informational content is irrelevant to that fact.”

The Federal Circuit panel majority further rejected the government’s “magic microscope” analysis, noting that the ability to visualize a DNA molecule when it is bonded to other genetic material is different from possessing a usable DNA molecule:

Because isolated DNAs, not just cDNAs, have a markedly different chemical structure compared to native DNAs, we reject the government’s proposed “magic micro-scope” test, as it misunderstands the difference between science and invention and fails to take into account the existence of molecules as separate chemical entities. The ability to visualize a DNA molecule through a microscope, or by any other means, when it is bonded to other genetic material, is worlds apart from possessing an isolated DNA molecule that is in hand and usable. It is the difference between knowledge of nature and reducing a portion of nature to concrete form, the latter activity being what the patent laws seek to encourage and protect. The government’s microscope could focus in on a claimed portion of any complex molecule, rendering that claimed portion patent ineligible, even though that portion never exists as a separate molecule in the body or anywhere else in nature, and may have an entirely different utility. That would discourage innovation. One cannot visualize a portion of a complex molecule, including a DNA containing a particular gene, and will it into isolation as a unique entity. Visualization does not cleave and isolate the particular DNA; that is the act of human invention.

The Federal Circuit panel majority lastly noted that its decision was consistent with the PTO’s long-standing practice of issuing patents for DNA molecules, pointing, inter alia, to the PTO’s Utility Examination Guidelines,
 which, according to the Federal Circuit panel majority, “reaffirmed the agency’s position that isolated DNA molecules are patent eligible, * * * and Congress has not indicated that the PTO’s position is inconsistent with § 101. If the law is to be changed, and DNA inventions excluded from the broad scope of § 101 contrary to the settled expectation of the inventing community, the decision must come not from the courts, but from Congress.”

Method Claims
With respect to the method claims, the Federal Circuit noted that the district court’s opinion had been issued prior to the Supreme Court’s decision in Bilski.  The Federal Circuit concluded that “all but one of Myriad’s method claims are directed to patent-ineligible, abstract mental processes, and fail the machine-or-transformation test.”

The claims, except one, were dawn to methods of “comparing” or “analyzing” BRCA sequences.  Myriad argued that those claims satisfied the machine-or-transformation test because each required extracting and sequencing DNA molecules from a human sample – transformation.

The Federal Circuit, however, noted that “[t]he claims recite, for example, a ‘method for screening a tumor sample,’ by ‘comparing’ a first BRCA1 sequence from a tumor sample and a second BRCA1 sequence from a non-tumor sample, wherein a difference in sequence indicates an alteration in the tumor sample.”  According to the court’s rationale, “[t]his claim thus recites nothing more than the abstract mental steps necessary to compare two different nucleotide sequences: look at the first position in a first sequence; determine the nucleotide sequence at that first position; look at the first position in a second sequence; determine the nucleotide sequence at that first position; determine if the nucleotide at the first position in the first sequence and the first position in the second sequence are the same or different, wherein the latter indicates an alternation; and repeat for the next position.”

With respect to Myriad’s argument vis-à-vis transformation, the Federal Circuit noted that the claims do not require steps of extracting and sequencing:  “As described above, Myriad reads into its claims the steps of (1) extracting DNA from a human sample, and (2) sequencing the BRCA DNA molecule, arguing that both steps necessarily precede the step of comparing nucleotide sequences. The claims themselves, however, do not include either of these steps. The claims do not specify any action prior to the step of ‘comparing’ or ‘analyzing’ two sequences; the claims recite just the one step of ‘comparing’ or ‘analyzing.’ Moreover, those terms’ plain meaning does not include Myriad’s proposed sample-processing steps; neither comparing nor analyzing means or implies ‘extracting’ or ‘sequencing’ DNA or otherwise ‘processing’ a human sample.”

The Federal Circuit distinguished the method claims from those at issue in Prometheus Labs., Inc. v. Mayo Collaborative Services.

In Prometheus, the patents claimed methods for optimizing the dosage of thiopurine drugs administered to patients with gastrointestinal disorders. * * * As written, the claimed methods included the steps of (a) “administering” a thiopurine drug to a subject, and/or (b) “determining” the drug’s metabolites levels in the subject, wherein the measured metabolite levels are compared with predetermined levels to optimize drug dosage. * * * In holding that the claims satisfied § 101, this court concluded that, in addition to the “administering” step being transformative, the “determining” step was both transformative and central to the purpose of the claims. * * * Specifically, the court held that because the metabolite levels could not be determined by mere inspection, the determining step necessarily required a transformation: “Some form of manipulation * * * is necessary to extract the metabolites from a bodily sample and determine their concentration.” * * * Moreover, we concluded that this transformation was not just insignificant extra-solution activity or necessary data-gathering steps, but was central to the claims, because determining the metabolite levels was what enabled the optimization of drug dosage. Id.

Myriad’s claims, in contrast, do not include the step of “determining” the sequence of BRCA genes by, e.g., isolating the genes from a blood sample and sequencing them, or any other necessarily transformative step. Rather, the comparison between the two sequences can be accomplished by mere inspection alone. Accordingly, Myriad’s claimed methods of comparing or analyzing nucleotide sequences fail to satisfy the machine-or-transformation test, and are instead directed to the abstract mental process of comparing two nucleotide sequences. The claims thus fail to claim a patent-eligible process under § 101.

Claim 20 – Method of Screening Potential Cancer Therapeutics

The exception was claim 20.  The Federal Circuit first concluded that the claim included transformative steps 

Specifically, the claim recites a method that comprises the steps of (1) “growing” host cells transformed with an altered BRCA1 gene in the presence or absence of a potential cancer therapeutic, (2) “determining” the growth rate of the host cells with or without the potential therapeutic, and (3) “comparing” the growth rate of the host cells. The claim thus includes more than the abstract mental step of looking at two numbers and “comparing” two host cells’ growth rates. The claim includes the steps of “growing” transformed cells in the presence or absence of a potential cancer therapeutic, an inherently transformative step involving the manipulation of the cells and their growth medium. The claim also includes the step of “determining” the cells’ growth rates, a step that also necessarily involves physical manipulation of the cells. Furthermore, these steps are central to the purpose of the claimed process. * * * The goal of the claim is to assess a compound’s potential as a cancer therapeutic, and growing the cells and determining their growth rate is what achieves that goal.

The Federal Circuit further held that the claim was not so “manifestly abstract” as to be patent ineligible:  “The claim does not cover all cells, all compounds, or all methods of determining the therapeutic effect of a compound. Rather, it is tied to specific host cells transformed with specific genes and grown in the presence or absence of a specific type of therapeutic. Moreover, the claim is tied to measuring a therapeutic effect on the cells solely by changes in the cells’ growth rate.”

Accordingly, the Federal Circuit concluded that the claim 20 was drawn to patent-eligible subject matter, consistent with Prometheus.  

Circuit Judge Moore – Concurring-in-Part

Circuit Judge Moore joined Judge Lourie’s opinion on the issues of standing and the disposition of the method claims.  Judge Moore also joined Judge Lourie’s opinion vis-à-vis the isolated cDNA molecules, but only concurred in the judgment vis-à-vis the other isolated DNA molecules.

Judge Moore reasoned that “Funk Brothers and Chakrabarty do not stake out the exact bounds of patentable subject matter. Instead, each applies a flexible test to the specific question presented in order to determine whether the claimed invention falls within one of the judicial exceptions to patentability. Funk Brothers indicates that an invention which ‘serve[s] the ends nature originally provided’ is likely unpatentable subject matter, but an invention that is an ‘enlargement of the range of * * * utility’ as compared to nature may be patentable. * * * Likewise, Chakrabarty illustrates that an invention with a distinctive name, character, and use, e.g., markedly different characteristics with the potential for significant utility, is patentable subject matter. * * * Although the two cases result in different outcomes, the inquiry itself is similar.”

According to Judge Moore, “I analyze the isolated DNA claims below, to determine whether they have markedly different characteristics with the potential for significant utility, e.g., an ‘enlargement of the range of * * * utility’ as compared to nature.”

Judge Moore viewed the claims as falling into two categories – “[t]he first category of claims is directed to isolated sequences that are identical to naturally occurring gene sequences. These include claims encompassing both the isolated full length gene sequence * * *, which are thousands of nucleotides, and claims to shorter isolated DNA strands, with as few as fifteen nucleotides, whose nucleotide sequence is found on the chromosome * * *.”

According to Judge Moore, “[t]he second category of claims is directed to isolated DNA sequences that are different from the naturally occurring gene sequences. These include claims to isolated cDNA molecules * * *, which differ from the natural gene sequence in that the introns are removed, and are the opposite (complementary) sequence of the naturally occurring RNA.”

Judge Moore viewed the claims to cDNA molecules to be the easiest to analyze because, in her view, the cDNA molecules do not exist in nature.  Additionally, Judge Moore reasoned that “since cDNA has all of the introns removed, and only contains the coding nucleotides, it can be used to express a protein in a cell which does not normally produce it. Of course, the claimed isolated cDNA is inspired by nature—after all, naturally occurring RNA is the template upon which cDNA is constructed. Because it is used as a template, however, cDNA has a complementary sequence of nucleotides, and therefore has a completely different nucleotide sequence than the RNA. Moreover, DNA has a different chemical structure than RNA, including a different base (T instead of U, respectively) and sugar units (deoxyribose instead of ribose, respectively). This results in, among other things, greater stability for the DNA sequence as compared to the RNA sequence.”

Judge Moore concluded that “cDNA sequences thus have a distinctive name, character, and use, with markedly different chemical characteristics from either the naturally occurring RNA or any continuous DNA sequence found on the chromosome. The claimed isolated cDNA sequences are the creation of man, made using biological tools and the naturally occurring mRNA as a template. cDNA is therefore not one of the ‘manifestations of * * * nature, free to all men and reserved exclusively to none’ that falls outside of the patent system. * * * I decline to extend the laws of nature exception to reach entirely manmade sequences of isolated DNA, even if those sequences are inspired by a natural template. I therefore join the majority opinion with respect to the claims to cDNA sequences.”

According to Judge Moore, “DNA sequences that have the same pattern of DNA bases as a natural gene, in whole or in part, present a more difficult issue. Unlike the isolated cDNA molecules, whose sequence is not present in nature, these kinds of isolated DNA claims include nucleotide sequences which are found in the human body, albeit as part of a much larger molecule, the chromosome. * * * Although the different chemical structure does suggest that claimed DNA is not a product of nature, I do not think this difference alone necessarily makes isolated DNA so ‘markedly different,’ * * * from chromosomal DNA so as to be per se patentable subject matter.”

On the other hand, Judge Moore also reasoned that given the chemical differences, the fact that the larger naturally occurring sequence included the same sequence as in the smaller claimed isolated DNA was “not enough to make it per se a law of nature and remove it from the scope of patentable subject matter. The actual molecules claimed in this case are therefore not squarely analogous to unpatentable minerals, created by nature without the assistance of man. Instead, the claimed isolated DNA molecules, which are truncations (with different ends) of the naturally occurring DNA found as part of the chromosome in nature, are not naturally produced without the intervention of man.”

Judge Moore urged that “[g]iven the differences, we should, as precedent instructs, consider whether these differences impart a new utility which makes the molecules markedly different from nature.”

With respect to those claims calling for short isolated sequences (for example as short as 15 nucleotides), Judge Moore noted that “[t]he shorter isolated DNA sequences have a variety of applications and uses in isolation that are new and distinct as compared to the sequence as it occurs in nature,” for example use as primers in diagnostic screening and as probes.  Naturally occurring DNA, according to Judge Moore, could not be so used.

The ability to use isolated DNA molecules in genetic testing, according to Judge Moore, satisfied the Funk Bros. requirement of an “enlargement of the range of * * * utility” as compared to nature.

Judge Moore had difficulty, though, with the claims to longer strands of isolated DNA:  “While I ultimately conclude that these longer isolated sequences, including the isolated gene sequence as a whole, are also patentable subject matter, I do so for a reason different than for the shorter sequences.”

Specifically, Judge Moore noted that “[a]ll of the same structural arguments apply to any length of isolated DNA so, like the shorter strands, an isolated DNA coding for a gene does have a literal chemical difference from the gene as it appears on the chromosome. * * * Unlike the shorter strands of isolated DNA, the chemical and structural differences in the isolated gene do not clearly lead to an ‘enlargement of the range of * * * utility’ as compared to nature. * * * Whether an isolated gene is patentable subject matter depends on how much weight is allocated to the different structure as compared to the similarity of the function to nature.”

Judge Moore expressed her view that if she was deciding the issue on a “blank canvas,” she “might conclude that an isolated DNA sequence that includes most or all of a gene is not patentable subject matter. Despite the literal chemical difference, the isolated full length gene does not clearly have a new utility and appears to simply serve the same ends devised by nature, namely to act as a gene encoding a protein sequence.”

However, she noted that the PTO had issued patents on isolated DNA molecules for “decades.”  Judge Moore wrote:  “The settled expectations of the biotechnology industry—not to mention the thousands of issued patents—cannot be taken lightly and deserve deference. This outpouring of scientific creativity, spurred by the patent system, reflects a substantial investment of time and money by the biotechnology industry to obtain property rights related to DNA sequences. * * * I believe leaving intact the settled expectations of property owners is particularly important in light of the large number of property rights involved, both to isolated DNA and to purified natural products generally.”

Judge Moore noted that the government, however, now urged that the PTO’s published guidelines were wrong and were a misstatement of the law.  Instead, the government urged its “magic microscope” analysis.  Judge Moore rejected that analysis – as had Judge Lourie:  “Certainly the magic microscope has curb appeal—its child-like simplicity an apparent virtue. The magic microscope, however, would not see the claimed DNA molecules at issue in this case. An isolated DNA molecule has different chemical bonds as compared to the ‘unisolated’ sequence in the chromosome (the ends are different). In short, the claimed molecules cannot be seen in nature through the magic microscope. While you may be able to see the order of DNA nucleotides in the chromosome, the isolated fragment of DNA is a different molecule. It may be that the microscope can also break and form chemical bonds to yield the claimed isolated DNA. Even so, the microscope must make some decisions: should the isolated DNA begin and end in a phosphate? a hydrogen? a hydroxyl? a methyl group? an acyl group? These decisions might be obvious to a person of ordinary skill in the art, but they are not inherent to the unisolated sequence as part of the chromosome. Creating the claimed isolated DNA sequences therefore results in a distinctly unnatural molecule. Even the dissent agrees that the isolated DNA molecules at issue require cleaving chemical bonds, though it disputes the importance of the resulting distinct ‘molecular species.’ * * *. The magic microscope test simply does not work the way the government claims.”

Judge Moore concluded that “[t]he patents in this case might well deserve to be excluded from the patent system, but that is a debate for Congress to resolve. I therefore decline to extend the ‘laws of nature’ exception to include isolated DNA sequences.”

Circuit Judge Bryson Concurring-in-Part, Dissenting-in-Part

Judge Bryson concurred vis-à-vis the standing issue and the disposition of the method claims.  He also concurred with Judges Lourie and Moore vis-à-vis the claims to cDNA molecules.  He dissented, however, from the panel majority’s holding that the composition claims to isolated DNA molecules represented patent-eligible subject matter.  Judge Bryson did not accept Judge Moore’s distinction between short and long sequences.

Overall, Judge Bryson viewed the question:  “In its simplest form, the question in this case is whether an individual can obtain patent rights to a human gene. From a common-sense point of view, most observers would answer, ‘Of course not. Patents are for inventions. A human gene is not an invention.’ The essence of Myriad’s argument in this case is to say that it has not patented a human gene, but something quite different—an isolated human gene, which differs from a native gene because the process of extracting it results in changes in its molecular structure (although not in its genetic code). We are therefore required to decide whether the process of isolating genetic material from a human DNA molecule makes the isolated genetic material a patentable invention. The court concludes that it does; I conclude that it does not.”

Starting with an effort to identify Myriad’s “inventive contribution,” Judge Bryson noted that Myriad was not the first to map a BRCA gene to its chromosomal location – that was the work of Dr. King (according to Judge Bryson).  And Judge Bryson noted that Myriad had not invented a new method of nucleotide sequencing.  Instead, according to Judge Bryson, Myriad “applied known sequencing techniques to identify the nucleotide order of the BRCA genes. Myriad’s discovery of those sequences entailed difficult work, and the identified sequences have had important applications in the fight against breast cancer. But the discovery of the sequences is an unprotectable fact, just like Dr. King’s discovery of the chromosomal location of the BRCA1 gene.”

Judge Bryson wrote that “[o]f course, Myriad is free to patent applications of its discovery. As the first party with knowledge of the sequences, Myriad was in an excellent position to claim applications of that knowledge. Many of its unchallenged claims are limited to such applications. * * * Yet some of Myriad’s challenged composition claims effectively preempt any attempt to sequence the BRCA genes, including whole-genome sequencing. In my view, those claims encompass unpatentable subject matter, and a contrary ruling is likely to have substantial adverse effects on research and treatment in this important field.”

Judge Bryson too acknowledged that the claims fell into three categories: (1) claims that covered isolated BRCA genes, (2) claims that covered only BRCA cDNA, and (3) claims that covered portions of the BRCA genes and cDNA as short as 15 nucleotides.

With respect to the isolated BRCA genes, Judge Bryson reasoned that “Myriad’s claims to the isolated BRCA genes seem to me to fall clearly on the ‘unpatentable’ side of the line the Court drew in Chakrabarty. Myriad is claiming the genes themselves, which appear in nature on the chromosomes of living human beings. The only material change made to those genes from their natural state is the change that is necessarily incidental to the extraction of the genes from the environment in which they are found in nature. While the process of extraction is no doubt difficult, and may itself be patentable, the isolated genes are not materially different from the native genes. In this respect, the genes are analogous to the ‘new mineral discovered in the earth,’ or the ‘new plant found in the wild’ that the Supreme Court referred to in Chakrabarty. It may be very difficult to extract the newly found mineral or to find, extract, and propagate the newly discovered plant. But that does not make those naturally occurring items the products of invention.”

Judge Bryson urged, inter alia, that “extraction of a product in a manner that retains the character and function of the product as found in nature does not result in the creation of a human invention,” and that such principle was articulated in Chakrabarty, namely that the invention in that case was not to “a hitherto unknown natural phenomenon, but to a nonnaturally occurring manufacture or composition of matter ‘having a distinctive name, character [and] use.’”

According to Judge Bryson:  “In sum, the test employed by the Supreme Court in Chakrabarty requires us to focus on two things: (1) the similarity in structure between what is claimed and what is found in nature and (2) the similarity in utility between what is claimed and what is found in nature. What is claimed in the BRCA genes is the genetic coding material, and that material is the same, structurally and functionally, in both the native gene and the isolated form of the gene.”

Judge Bryson urged that any differences between the claimed “isolated” genes and the corresponding portion of the naturally occurring genes were irrelevant to the functioning of the genes and their use in isolated form.  According to Judge Bryson, “[t]he naturally occurring genetic material thus has not been altered in a way that would matter under the standard set forth in Chakrabarty. For that reason, the isolation of the naturally occurring genetic material does not make the claims to the isolated BRCA genes patent-eligible.”

Judge Bryson agreed, however, that the cDNA claims were drawn to patent-eligible subject matter:  “I agree with the court that the claims to BRCA cDNA are eligible for patenting. The cDNA cannot be isolated from nature, but instead must be created in the laboratory. Although that process occurs with natural machinery, the end product is a human-made invention with distinct structure because the introns that are found in the native gene are removed from the cDNA segment. Additionally, the cDNA has a utility not present in the naturally occurring BRCA DNA and mRNA because cDNA can be attached to a promoter and inserted into a non-human cell to drive protein expression.”

Judge Bryson also declined to accord the PTO’s guidelines any significant weight, urging (1) the PTO lacked substantive rule-making authority, (2) the PTO’s views were undermined by the position the government had taken in the case (noting that although the PTO had not “signed” the brief, the PTO was part of the Executive Branch), and (3) the Supreme Court in Chakrabarty gave no deference to the PTO’s view that microorganisms were not patent-eligible – and Judge Bryson added that “[w]e have the same responsibility and should not shy away from deciding the issues of law that the parties have brought to us. Although my colleagues believe our analysis of the legal question in this case should be influenced by purported expectations of the inventing community based on the PTO’s past practice of issuing patents on human genes, that is in effect to give the PTO lawmaking authority that Congress has not accorded it. There is no collective right of adverse possession to intellectual property, and we should not create such a right. Our role is to interpret the law that Congress has written in accordance with the governing precedents. I would do so and would affirm the district court’s rulings as to the BRCA gene and BRCA gene segment claims.”

3. Beauregard-Type Claim May be Analyzed as a Process Claim and Does Not Per Se Result in Patent-Eligible Subject Matter [image: image385.png]
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In CyberSource Corp. v. Retail Decisions, Inc.,
 the Federal Circuit affirmed the district court’s conclusion that a claim to a process for verifying the validity of credit card transactions over the Internet, and a Beauregard-type claim,
 that essentially called for embedding that process in a computer readable medium, did not recite patent-eligible subject matter.

Prior art credit card fraud detection systems, according to Cybersource’s patent-in-suit, generally relied on billing address and personal identification which purportedly worked well for “face-to-face” transactions, and transactions in which a merchant was shipping a package to an address.  However, according to Cybersource’s patent-in-suit, that prior art technique did not work when the product purchased was downloadable content.

The patent-in-suit addressed that problem by using “Internet address” information such as IP addresses, e-mail addresses etc., to determine whether an Internet address was consistent with other purchases using the same credit card.

The Federal Circuit addressed two claims.  Claim 3 was drawn to the process:

3. A method for verifying the validity of a credit card transaction over the Internet comprising the steps of:

a) obtaining information about other transactions that have utilized an Internet address that is identified with the [ ] credit card transaction;

b) constructing a map of credit card numbers based upon the other transactions and;

c) utilizing the map of credit card numbers to determine if the credit card transaction is valid.

Claim 2 was a Beauregard-type claim:

2. A computer readable medium containing program instructions for detecting fraud in a credit card transaction between a consumer and a merchant over the Internet, wherein execution of the program instructions by one or more processors of a computer system causes the one or more processors to carry out the steps of:

a) obtaining credit card information relating to the transactions from the consumer; and

b) verifying the credit card information based upon values of plurality of parameters, in combination with information that identifies the consumer, and that may provide an indication whether the credit card transaction is fraudulent,

wherein each value among the plurality of parameters is weighted in the verifying step according to an importance, as determined by the merchant, of that value to the credit card transaction, so as to provide the merchant with a quantifiable indication of whether the credit card transaction is fraudulent,

wherein execution of the program instructions by one or more processors of a computer system causes that one or more processors to carry out the further steps of;

[a] obtaining information about other transactions that have utilized an Internet address that is identified with the credit card transaction;

[b] constructing a map of credit card numbers based upon the other transactions; and

[c] utilizing the map of credit card numbers to determine if the credit card transaction is valid. (emphasis by the Federal Circuit)

Cybersource sued Retail Decisions in 2004.  Retail Decisions then initiated an ex parte reexamination, and the district court stayed that suit.  After the PTO completed the reexamination, with amended claims, the district court resumed proceedings shortly before the Federal Circuit’s decision in Bilski.  After the Federal Circuit issued its en banc opinion in Bilski, Retail Decisions moved for summary judgment asserting that the claims were invalid as drawn to patent-ineligible subject matter.  The district court granted the motion.  On appeal, the Federal Circuit stayed the proceedings pending resolution of Bilski before the Supreme Court.  Briefing was resumed after the Supreme Court’s decision in Bilski.  The Federal Circuit affirmed the judgment of the district court.

The Federal Circuit’s discussion at the outset of its opinion on § 101 and the effect of the Supreme Court’s opinion in Bilski is set out at length below because that seems to have become the “rote” analysis that has appeared in post-Bilski cases:

The categories of patent-eligible subject matter are set forth in § 101, which provides:

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this title.

35 U.S.C. § 101. Section 100(b) of the Patent Act defines the “process” category tautologically, stating that:

The term “process” means process, art or method, and includes a new use of a known process, machine, manufacture, composition of matter, or material.

35 U.S.C. § 100(b). “In choosing such expansive terms . . . modified by the comprehensive ‘any,’ Congress plainly contemplated that the patent laws would be given wide scope.” Bilski, 130 S. Ct. at 3225 (quoting Diamond v. Chakrabarty, 447 U.S. 303, 308 (1980)).

In interpreting § 101, this court concluded in Bilski that the “machine-or-transformation” test was the appropriate test for the patentability of process claims. 545 F.3d at 943. Thus, we held that a claimed process would only be “patent-eligible under § 101 if: (1) it is tied to a particular machine or apparatus; or (2) it transforms a particular article into a different state or thing.” Id. at 954. We further held that, to satisfy the machine prong of the test, the use of a machine “must impose meaningful limits on the claim’s scope.” Id. at 961. Applying this test, we found that Bilski’s claimed “method of hedging risk in the field of commodities trading” was unpatentable under § 101. Id. at 949, 963–66. The Supreme Court affirmed our Bilski decision, but in doing so it rejected use of the machine-or-transformation test as the exclusive test for the patentability of a claimed process. See Bilski, 130 S. Ct. at 3226. While the “machine-or-transformation test is a useful and important clue,” the Court stated, it “is not the sole test for deciding whether an invention is a patent-eligible ‘process.’” Id. at 3227. The Court declined to “define further what constitutes a patentable ‘process,’ beyond pointing to the definition of that term provided in § 100(b) and looking to the guideposts in [the Court’s precedents].” Id. at 3232. “The Court’s precedents provide three specific exceptions to § 101’s broad patent-eligibility principles: ‘laws of nature, physical phenomena, and abstract ideas.’ ” Id. at 3225 (quoting Diamond, 447 U.S. at 309). The Court noted that these judicially created exceptions “have defined the reach of the statute as a matter of statutory stare decisis going back 150 years,” and are “‘part of the storehouse of knowledge of all men . . . free to all men and reserved exclusively to none.’” Id. (quoting Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 130 (1948)). In holding that the machine-or-transformation test is not the exclusive test for a process’s patent-eligibility, the Supreme Court expressly left open the door for “the Federal Circuit’s development of other limiting criteria that further the purposes of the Patent Act and are not inconsistent with its text.” Id. at 3231.

In short, the Federal Circuit viewed its “machine-or-transformation” analysis as remaining intact after the Supreme Court’s decision in Bilski, but not as the “sole” test or analysis.  Thus, even if a claimed invention survives the “machine-or-transformation” analysis, the claim must survive the additional analysis whether the claim is drawn to “laws of nature, physical phenomena, and abstract ideas” using prior cases as “guideposts.” And lastly, the Supreme Court left it to the Federal Circuit to develop other “limiting criteria” that “further[ed] the purposes of the Patent Act” and were “not inconsistent with its text.”

Thus, in reviewing claim 3, the Federal Circuit first addressed whether the claim met the “machine-or-transformation” analysis.  The Federal Circuit held that it did not.

CyberSource had conceded that “Internet address” in step (a) could be an Internet protocol (IP) address or an e-mail address, that “map of credit card numbers” in step (b) could be a list of credit card transactions relating to a particular IP address, and that step (c) did not limit claim 3 to any specific fraud detection formula or algorithm, but generally covered any means of “utilizing the map of credit card numbers to determine if the credit card transaction is valid.”

The Federal Circuit concluded that claim 3 involved neither a transformation nor a machine:  “As the district court correctly held, the method of claim 3 simply requires one to ‘obtain and compare intangible data pertinent to business risks.’ * * * The mere collection and organization of data regarding credit card numbers and Internet addresses is insufficient to meet the transformation prong of the test, and the plain language of claim 3 does not require the method to be performed by a particular machine, or even a machine at all.”

The Federal Circuit further held that claim 3 was drawn to a mental process:  “[T]he Supreme Court has made clear that a patent claim’s failure to satisfy the machine-or-transformation test is not dispositive of the § 101 inquiry. Nonetheless, we find that claim 3 * * * fails to recite patent-eligible subject matter because it is drawn to an unpatentable mental process—a subcategory of unpatentable abstract ideas.”

In particular, the Federal Circuit relied on Gottschalk v. Benson.
  The Federal Circuit reasoned that “[I]n finding that the process in Benson was not patent-eligible, the Supreme Court appeared to endorse the view that methods which can be performed mentally, or which are the equivalent of human mental work, are unpatentable abstract ideas—the ‘basic tools of scientific and technological work’ that are open to all.”

Comment:  The Federal Circuit remarked on the breadth of claim 3 – and essentially concluded that because of that breadth, the claim was not patent-eligible.  The problem is such an analysis conflates (1) patentability, with (2) patent eligibility.

Insofar as is evident, the CyberSource invention addressed and solved a long-standing problem with credit card fraud and Internet transactions.  The invention of claim 3 was apparently both novel and non-obvious.  Claim 3 may have been broad enough to cover someone performing the steps manually, but many processes involve manual steps performed by humans – laboratory processes for example.  That a process may be performed by humans manually does not render a process an “abstract idea” per se.  Indeed, one of the criticisms of the Supreme Court’s majority opinion in Bilski is that the Court never explained or defined what a patent ineligible “abstract idea” was – and certainly never suggested that if a process could be performed manually by humans, such a process constituted a “mental process” that was per se patent ineligible.

Although Justice Douglas in Benson commented that the mathematical conversion involved in that case could be performed by a human using a paper and pencil, he did not suggest that was the “test” for determining patent eligibility.  Indeed, all computers at their core perform mathematical processes that theoretically – but not practically – could be performed by the human mind.  Humans programming a computer instruct the computer to perform processes that humans know how to perform – like storing and comparing data, performing mathematical calculations etc.  Asking whether a claimed process could possibly be performed by humans – ignoring human frailties such as the need for sleep, food etc. – simply offers no valid analysis for patent eligibility.
With respect to claim 2 – the Beauregard claim – the Federal Circuit explained that “A Beauregard claim * * * is a claim to a computer readable medium (e.g., a disk, hard drive, or other data storage device) containing program instructions for a computer to perform a particular process.”

The Federal Circuit, however, concluded that “claim 2 recites nothing more than a computer readable medium containing program instructions for executing the method of claim 3.”  The court reasoned that “[a]s discussed above, we found claim 3 to be unpatentable because it is drawn to a mental process—i.e., an abstract idea. The method underlying claim 2 is clearly the same method of fraud detection recited in claim 3. Nonetheless, CyberSource contends that claim 2 should be patentable. CyberSource’s main argument is that coupling the unpatentable mental process recited in claim 3 with a manufacture or machine renders it patent-eligible.”
  The Federal Circuit did not agree.

The Federal Circuit rejected CyberSource’s argument that claim 2 was patent-eligible per se because it recited a “manufacture” rather than a “process.”  The Federal Circuit reasoned that the “underlying invention” rather than the claims determined whether patent-eligibility:  “Regardless of what statutory category (‘process, machine, manufacture, or composition of matter,’ 35 U.S.C. § 101) a claim’s language is crafted to literally invoke, we look to the underlying invention for patent-eligibility purposes.”

Comment:  CyberSource has received a significant amount of criticism in the “blogosphere.”  In particular, though, the court’s comment that “underlying invention” rather than the claims controls patent eligibility is simply wrong!  Patentability – including patent eligibility – has always controlled by the claim language.
The Federal Circuit analogized the case to In re Abele.
  The Federal Circuit reasoned that “[i]n Abele, claim 5 of the patent at issue recited ‘[a] method of displaying data’ comprising the steps of ‘calculating the difference’ between two numbers and ‘displaying the value.’ * * * The court concluded that claim 5 was not directed to patent-eligible subject matter because it claimed an abstract idea. * * * However, claim 7 was argued to be different because it recited an ‘[a]pparatus for displaying data’ comprising ‘means for calculating the differences’ between two numbers and ‘means for displaying the value.’ * * * Though claim 7 literally invoked an ‘[a]pparatus,’ the court treated it as a method claim for the purpose of its § 101 analysis. Due to its ‘broad’ and ‘functionally-defined’ nature, the court found that treating claim 7 as an apparatus claim would ‘exalt form over substance since the claim is really to the method or series of functions itself.’ * * * Accordingly, the court placed ‘the burden * * * on the applicant to demonstrate that the claims [were] truly drawn to [a] specific apparatus distinct from other apparatus[es] capable of performing the identical functions.’ ”

The Federal Circuit concluded, based on that analogy, that “CyberSource has not met its burden to demonstrate that claim 2 is ‘truly drawn to a specific’ computer readable medium, rather than to the underlying method of credit card fraud detection.”

Comment:  The preamble of claim 2 called for:

2. A computer readable medium containing program instructions for detecting fraud in a credit card transaction between a consumer and a merchant over the Internet, wherein execution of the program instructions by one or more processors of a computer system causes the one or more processors to carry out the steps of:

The claim is clearly limited to a “computer readable medium” that contains program instructions that when executed by the processors of a computer causes the processors to perform the following listed steps.

It is at best unclear what the Federal Circuit is supposedly requiring.  Certainly the claim seems to satisfy the Beauregard format.
In 1994, in In re Alappat, the Federal Circuit held that when a general purpose computer is programmed to perform an algorithm, it becomes a special purpose computer for performing the programmed functions.  The Federal Circuit acknowledged that it had so held:  “To be sure, after Abele, we have held that, as a general matter, programming a general purpose computer to perform an algorithm ‘creates a new machine, because a general purpose computer in effect becomes a special purpose computer once it is programmed to perform particular functions pursuant to instructions from program software.’ In re Alappat, 33 F.3d 1526, 1545 (Fed. Cir. 1994).”

The Federal Circuit, however, added that “[b]ut we have never suggested that simply reciting the use of a computer to execute an algorithm that can be performed entirely in the human mind falls within the Alappat rule. Thus, despite its Beauregard claim format, under Abele, we treat claim 2 as a process claim for patent-eligibility purposes.”

Comment:  Does that mean that patent eligibility turns on how complicated a process is?  Humans program computers to perform processes such as data storage and retrieval, mathematical functions etc.  Such processes originate in the human mind and could theoretically be performed by humans if reality is ignored.  Computers, of course, can process vastly greater amounts of data in miniscule periods of time – and do not require sleep, food etc.
Claim 2, in Beauregard fashion, called for a “computer readable medium” that contained program instructions that when executed by the processors of a computer caused the processors to perform the following listed steps.

a) obtaining credit card information relating to the transactions from the consumer; and

b) verifying the credit card information based upon values of plurality of parameters, in combination with information that identifies the consumer, and that may provide an indication whether the credit card transaction is fraudulent,

wherein each value among the plurality of parameters is weighted in the verifying step according to an importance, as determined by the merchant, of that value to the credit card transaction, so as to provide the merchant with a quantifiable indication of whether the credit card transaction is fraudulent,

wherein execution of the program instructions by one or more processors of a computer system causes that one or more processors to carry out the further steps of;

[a] obtaining information about other transactions that have utilized an Internet address that is identified with the credit card transaction;

[b] constructing a map of credit card numbers based upon the other transactions; and

[c] utilizing the map of credit card numbers to determine if the credit card transaction is valid. 

It is true that those steps – in theory – could be manually performed by a human being – in the sense that the steps of “obtaining,” “verifying,” “constructing” and “utilizing” are theoretically capable of being performed manually.

In the case of a single transaction – and ignoring that the claim is expressly limited to a “computer readable medium” and further limited to “wherein execution of the program instructions by one or more processors of a computer system causes the one or more processors to carry out the steps” – which expressly exclude manual performance by a human – it is perhaps even theoretically possible for a human (or, more likely, a group of humans) to perform the listed steps.

What about two transactions? Or a hundred transactions? Or millions of transactions?  At some point, even a warehouse full of humans working 24/7/365 could not actually perform the required steps.
The Federal Circuit says “[b]ut we have never suggested that simply reciting the use of a computer to execute an algorithm that can be performed entirely in the human mind falls within the Alappat rule.”  Would the claim pass muster, therefore, if step (a) was revised to read “a) obtaining credit card information relating to [the] transactions from [the] at least one million consumers”?  Or if the claim was otherwise amended to require data volumes clearly exceeding the ability of a human mind to process?

Yes – the claim is not limited by data volume – and in that sense may be broad enough to include a human performing the claimed steps.  But clearly, nothing in § 101 (or the statute elsewhere) limits patent eligibility to processes that are too complicated or involve too much data to be performed by a human.

Secondly, the Federal Circuit says that “despite its Beauregard claim format, under Abele, we treat claim 2 as a process claim for patent-eligibility purposes.”  Abele did not address the Beauregard claim format.  Further, Abele arose in 1982 when the CCPA was struggling with a number of issues involving the patentability of computer software.  Given subsequent cases over the following almost 30 years, it is debatable whether (or how much of) Abele remains as “good law.”  But certainly both Alappat and Beauregard would seem to narrow Abele to its facts – if not more.  Indeed, if the decision in CyberSource stands, Alappat and Beauregard are effectively overruled.

The Federal Circuit rejected CyberSource’s argument that claim 2 satisfied the “transformation” prong of the “machine-or-transformation” analysis because there was a transformation of data representing Internet credit card purchases.  The Federal Circuit concluded that “[w]e agree with the district court that the claimed process manipulates data to organize it in a logical way such that additional fraud tests may be performed. The mere manipulation or reorganization of data, however, does not satisfy the transformation prong. Thus, claim 2 fails to meet the transformation test.”

The Federal Circuit also rejected CyberSource’s argument that claim 2 satisfied the “machine” prong of the “machine-or-transformation” analysis because the recited “computer readable medium” contained software instructions that could only be executed by “one or more processors of a computer system.”  The Federal Circuit reasoned that “[a]s we stated in Bilski, to impart patent-eligibility to an otherwise unpatentable process under the theory that the process is linked to a machine, the use of the machine ‘must impose meaningful limits on the claim’s scope.’* * * In other words, the machine ‘must play a significant part in permitting the claimed method to be performed.’ * * * Here, the incidental use of a computer to perform the mental process of claim 3 does not impose a sufficiently meaningful limit on the claim’s scope. As such, the ‘computer readable medium’ limitation of claim 2 does not make the otherwise unpatentable method patent-eligible under § 101. * * * Thus, merely claiming a software implementation of a purely mental process that could otherwise be performed without the use of a computer does not satisfy the machine prong of the machine-or-transformation test.”

Again, the Federal Circuit relied on Benson:  “That purely mental processes can be unpatentable, even when performed by a computer, was precisely the holding of the Supreme Court in Gottschalk v. Benson.”
  The Federal Circuit added, though, that “[t]his is entirely unlike cases where, as a practical matter, the use of a computer is required to perform the claimed method.”  The Federal Circuit reasoned that “it is clear in the present case that one could mentally perform the fraud detection method that underlies both claims 2 and 3 * * *, as the method consists of only the general approach of obtaining information about credit card transactions utilizing an Internet address and then using that information in some undefined manner to determine if the credit card transaction is valid. Because claims 2 and 3 attempt to capture unpatentable mental processes (i.e., abstract ideas), they are invalid under § 101.”

Comment:  With all due respect, “[t]hat purely mental processes can be unpatentable, even when performed by a computer” was not “precisely the holding of the Supreme Court in [Benson].”  Moreover, contrary to the Federal Circuit’s comment, this is entirely like “cases where, as a practical matter, the use of a computer is required to perform the claimed method.”

Benson is a horrible case for a variety of reasons.  But even getting past that, Justice Douglas’ analysis in Benson was primarily the source for the Federal Circuit’s “machine-or-transformation” analysis, which the Supreme Court in Bilski held was not the sole analysis for patent-eligible subject matter.  The Federal Circuit now, however, goes back to Benson and concludes that “purely mental processes can be unpatentable, even when performed by a computer, was precisely the holding of the Supreme Court in Gottschalk v. Benson.”
It was not.  However “horrible” Benson is, Justice Douglas did not conclude that “purely mental processes” are not patent eligible “when performed on a computer.”  Such a holding would have eliminated all patent protection for computer software – and that clearly has not been the subsequent interpretation of Benson by the PTO, the Federal Circuit, and virtually the entire industry.
Additionally, as discussed above, the claim per se required the use of a computer – both by the claim language and by practical restraints.

It is respectfully submitted that the Federal Circuit was simply, but definitively, wrong.
4. Step of Immunization Distinguished Patent-Eligible Claims From Those That Were Not [image: image389.png]
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In Classen Immunotherapies, Inc. v. Biogen IDEC,
 the Federal Circuit reconsidered its earlier opinion which the Supreme Court had GVR’d (granted certiorari, vacated and remanded) in view of Bilski.
  The Federal Circuit panel majority concluded that two of the three patents-in-suit met the patent-eligibility requirements of § 101, as interpreted in Bilski, and one did not.  The Federal Circuit accordingly reversed the district court’s grant of summary judgment of invalidity under § 101 as to two of the three patents-in-suit.  The Federal Circuit further reversed the district court’s grant of summary judgment non-infringement based on the “safe-harbor” of 35 U.S.C. § 271(e)(1).

The three patents-in-suit were entitled “Method and Composition for an Early Vaccine to Protect Against Both Common Infectious Diseases and Chronic Immune Mediated Disorders or their Sequelae.”  The patents were based on Dr. Classen’s thesis that a schedule of infant immunization for infectious diseases can affect the later occurrence of chronic immune-mediated disorders, and that immunization should be performed per a schedule that presents the lowest risk vis-à-vis such disorders.

The claims of Patents A and B were directed to “screening” a plurality of immunization schedules, “comparing” those schedules to identify the lower risk schedule, and “immunizing” a subject according to an immunization schedule.”  Claim 1 of Patent A was deemed representative:

1. A method of immunizing a mammalian subject which comprises:

(I) screening a plurality of immunization schedules, by

(a) identifying a first group of mammals and at least a second group of mammals, said mammals being of the same species, the first group of mammals having been immunized with one or more doses of one or more infectious disease-causing organism-associated immunogens according to a first screened immunization schedule, and the second group of mammals having been immunized with one or more doses of one or more infectious disease-causing organism-associated immunogens according to a second screened immunization schedule, each group of mammals having been immunized according to a different immunization schedule, and

(b) comparing the effectiveness of said first and second screened immunization schedules in protecting against or inducing a chronic immune-mediated disorder in said first and second groups, as a result of which one of said screened immunization schedules may be identified as a lower risk screened immunization schedule and the other of said screened schedules as a higher risk screened immunization schedule with regard to the risk of developing said chronic immune mediated disorder(s), 

(II) immunizing said subject according to a subject immunization schedule, according to which at least one of said infectious disease-causing organism-associated immunogens of said lower risk schedule is administered in accordance with said lower risk screened immunization schedule, which administration is associated with a lower risk of development of said chronic immune-mediated disorder(s) than when said immunogen was administered according to said higher risk screened immunization schedule.

According to the Federal Circuit panel majority, Classen contended that Patents A and B were infringed “when a health care provider reads the relevant literature and selects and uses an immunization schedule that is of lower risk for development of a chronic immune-mediated disorder.”

Patent C was drawn to the first step in the method.  Claim 1 was deemed representative:

1. A method of determining whether an immunization schedule affects the incidence or severity of a chronic immune-mediated disorder in a treatment group of mammals, relative to a control group of mammals, which comprises immunizing mammals in the treatment group of mammals with one or more doses of one or more immunogens, according to said immunization schedule, and comparing the incidence, prevalence, frequency or severity of said chronic immune-mediated disorder or the level of a marker of such a disorder, in the treatment group, with that in the control group.

Classen urged that Patent C was infringed “when a person reviews relevant information, whether the person is a producer of vaccines, a health care provider, or a concerned parent.”  Patent C did not include performing immunizations.

The district court had held that Classen’s claims were not drawn to patent-eligible subject matter because the claimed method included the mental step of reviewing literature to determine the lower risk immunization schedule.  

The Federal Circuit panel majority reasoned that “mental steps” did not per se make a claim patent-ineligible.  The panel majority reasoned that “precedent has recognized that the presence of a mental step is not of itself fatal to §101 eligibility, and that the ‘infinite variety’ of mental and physical activity negates application of a rigid rule of ineligibility.”  Classen urged that the claims included physical steps of immunization.

The Federal Circuit panel majority also gave “some” guidance on evaluating whether claims were drawn to an “abstract idea.”  The panel majority, drawing on its opinion in Research Corporation Technologies, Inc. v. Microsoft Corporation,
 reasoned that (1) the claims must be considered as a whole, (2) “the ‘subject matter might also be so conceptual that the written description does not enable a person of ordinary skill in the art to replicate the process,’ and that this too is a matter of patentability under §112, not eligibility under §101,” and (3) “the commercial application of the technology is relevant to deciding whether an invention is so abstract as to negate § 101 subject matter.” 

As for Patents A and B, the panel majority reasoned that the claims of those patents crossed the patent eligibility threshold:

The claims of [Patents A and B] are directed to a method of lowering the risk of chronic immune-mediated disorder, including the physical step of immunization on the determined schedule. These claims are directed to a specific, tangible application, as in Research Corporation, and in accordance with the guidance of Bilski v. Kappos that “[r]ather than adopting categorical rules that might have wide-ranging and unforeseen impacts,” exclusions from patent-eligibility should be applied “narrowly,” * * * we conclude that the subject matter of these two patents traverses the coarse eligibility filter of § 101.

The panel majority, however, reasoned that Patent C did not:

Claim 1 of [Patent C] states the method of “determining whether an immunization schedule affects the incidence or severity of a chronic immune-mediated disorder” by reviewing information on whether an immunization schedule affects the incidence or severity of a chronic immune-mediated disorder. This stands in contrast to the [Patent A and B] patent claims, which include the subsequent step of immunization on an optimum schedule. Claim 1 of [Patent C] patent claims the idea of comparing known immunization results that are, according to the patent, found in the scientific literature, but does not require using this information for immunization purposes.

Thus, the step of immunization distinguished patent-eligible claims and those that were not, as the panel majority further noted:

The [Patent C] claims do not include putting this knowledge to practical use, but are directed to the abstract principle that variation in immunization schedules may have consequences for certain diseases. In contrast, the claims of [Patents A and B] require the further act of immunization in accordance with a lower-risk schedule, thus moving from abstract scientific principle to specific application.
* * * * *
We conclude that the immunization step moves the [Patent A and B] claims through the coarse filter of § 101, while the abstraction of the [Patent C] claim is unrelieved by any movement from principle to application.

With respect to the “safe-harbor” of § 271(e)(1), Classen had charged Biogen and GlaxoSmithKline with direct infringement because both companies had participated in studies “to evaluate suggested associations between childhood vaccinations, particularly against hepatitis B and Haemophilus influenza * * * and risk of developing type 1 diabetes; and to determine whether timing of vaccination influences risk.”  Classen had also alleged that Biogen induced infringement by licensing GlaxoSmithKline with technology and “providing instructions and/or recommendations on a proper immunization schedule for vaccines.”  The district court had granted summary judgment that those activities fell within the “safe harbor” of § 271(e)(1).  The Federal Circuit panel majority disagreed.

The panel majority remarked that “[e]very decision examining the statute has appreciated that § 271(e)(1) is directed to premarketing approval of generic counterparts before patent expiration.”
  The panel majority thus concluded that the district court had erred in applying § 271(e)(1) to the defendants’ activities.

Chief Judge Rader offered “additional views” that were joined by Circuit Judge Newman.  Chief Judge Rader wrote:  “In the last several years, this court has confronted a rising number of challenges under 35 U.S.C. § 101. The language of § 101 is very broad. Nevertheless, litigants continue to urge this court to impose limitations not present in the statute.”  Judge Rader wrote that patent eligibility had a number of “unintended consequences” including “claim drafting evasion”:

Two well-known examples of claim drafting to circumvent eligibility restrictions are the Beauregard claim and the Swiss claim. The Beauregard claim was devised to draft around restrictions on software imposed in Gottschalk v. Benson, 409 U.S. 63 (1972).
The other, according to Judge Rader, was “[t]he Swiss claim was devised to draft around restrictions on medical treatment methods imposed by the European Patent Convention * * *.”  According to Judge Rader:

When careful claim drafting or new claim formats avoid eligibility restrictions, the doctrine becomes very hollow. Excluding categories of subject matter from the patent system achieves no substantive improvement in the patent landscape. Yet, these language games impose high costs on patent prosecution and litigation. At the same time, the new games can cheat naïve inventors out of their inventions due to poor claim drafting. Moreover, our national innovation policy takes on characteristics of rewarding gamesmanship.

Judge Rader further urged that “if one nation makes patent protection difficult, it will drive research to another, more accommodating, nation.”  Judge Rader wrote that “with some considerable blame on its eligibility doctrines, Europe lost innovation investment to the United States. Our country became the world leader in biotechnology innovation. Nevertheless, the tide can turn against us, too. The effect of eligibility restrictions can send innovation investment elsewhere.”

Judge Moore dissented urging: (1) “the claims at issue are to a fundamental scientific principle so basic and abstract as to be unpatentable subject matter,” (2) the panel majority’s refusal to reach Merck’s appeal of a denial of its motion for summary judgment of anticipation was in error, and (3) that the panel majority had erred in construing § 271(e)(1).

Judge Moore urged that she saw no difference between the claims of Patents A and B, and Patent C, and the issue vis-à-vis patent eligibility was “not even close.”  Judge Moore contended that “[t]he post-solution immunization [of Patents A and B] does not transform the unpatentable principle – that a correlation exists between vaccination schedules and incidence of chronic immune disease – into a patentable process.”

Judge Moore criticized the panel majority’s reliance on Research Technologies and the rationale that “claims ‘are not likely to be so abstract that they’ recite nonstatutory subject matter if they are directed to ‘inventions with specific applications or improvements to technologies in the marketplace.’ ”  Judge Moore wrote that “[i]n my view, the claimed inventions in Bilski and Flook have specific applications to the marketplace, but those claims nonetheless recite nonstatutory subject matter under § 101.”

Re the panel majority’s refusal to reach Merck’s appeal of a denial of its motion for summary judgment of anticipation was in error, Judge Moore acknowledged that a denial of a motion for summary judgment was not immediately appealable, but urged that here the issue had been fully briefed.  She would have affirmed the district court’s denial.

Re § 271(e)(1), Judge Moore urged that the plain language of the statute was not limited to pre-approval uses.

5. Court Emphasizes That § 101 is a “Coarse” Gauge of Patentability: Claims Drawn to a Method of Distributing Copyrighted Products Over the Internet, in This Instance, Constitute a Process That is Patent-Eligible [image: image393.png]
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In Ultramercial, LLC v. Hulu, LLC,
 the Federal Circuit reversed the district court’s grant of summary judgment holding that claims to a method of distributing copyrighted products over the Internet constituted patent-ineligible subject matter.

Ultramercial’s patent-in-suit was drawn to a method of distributing copyrights products such as songs, movies, etc., over the Internet in which the consumer received a copyrights product for free in exchange for viewing an advertisement.  The advertiser paid for the copyrighted product.

Claim 1 called for:

A method for distribution of products over the Internet via a facilitator, said method comprising the steps of:

a first step of receiving, from a content provider, media products that are covered by intellectual property rights protection and are available for purchase, wherein each said media product being comprised of at least one of text data, music data, and video data;

a second step of selecting a sponsor message to be associated with the media product, said sponsor message being selected from a plurality of sponsor messages, said second step including accessing an activity log to verify that the total number of times which the sponsor message has been previously presented is less than the number of transaction cycles contracted by the sponsor of the sponsor message;

a third step of providing the media product for sale at an Internet website;

a fourth step of restricting general public access to said media product;

a fifth step of offering to a consumer access to the media product without charge to the consumer on the precondition that the consumer views the sponsor message;

a sixth step of receiving from the consumer a request to view the sponsor message, wherein the consumer submits said request in response to being offered access to the media product;

a seventh step of, in response to receiving the request from the consumer, facilitating the display of a sponsor message to the consumer;

an eighth step of, if the sponsor message is not an interactive message, allowing said consumer access to said media product after said step of facilitating the display of said sponsor message;

a ninth step of, if the sponsor message is an interactive message, presenting at least one query to the consumer and allowing said consumer access to said media product after receiving a response to said at least one query;

a tenth step of recording the transaction event to the activity log, said tenth step including updating the total number of times the sponsor message has been presented; and

an eleventh step of receiving payment from the sponsor of the sponsor message displayed.

Ultramercial sued Hulu, LLC, YouTube LLC and WildTangent, Inc., however Hulu and YouTube were dismissed.  Wild Tangent filed a motion to dismiss asserting that the patent-in-suit did not claim patent-eligible subject matter.  The district court, without construing the claims, agreed and granted the motion.  On appeal, the Federal Circuit reversed.

Regarding claim construction, the Federal Circuit noted that “[t]his court has never set forth a bright line rule requiring district courts to construe claims before determining subject matter eligibility,” and added that “because eligibility is a ‘coarse’ guage of the suitability of broad subject matter categories for patent protection, * * * claim construction may not always be necessary for a § 101 analysis.”  However, the Federal Circuit further noted that “[o]n many occasions, however, a definition of the invention via claim construction can clarify the basic character of the subject matter of the invention. Thus, claim meaning may clarify the actual subject matter at stake in the invention and can enlighten, or even answer, questions about subject matter abstractness.”
  Here, though, the Federal Circuit concluded that claim construction was not necessary.

On the merits, the Federal Circuit emphasized that terms used in § 101, including “process,” were expansive and “[m]ore importantly, as § 101 itself expresses, subject matter eligibility is merely a threshold check; claim patentability ultimately depends on ‘the conditions and requirements of this title,’ such as novelty, non-obviousness, and adequate disclosure. * * * By directing attention to these substantive criteria for patentability, the language of § 101 makes clear that the categories of patent-eligible subject matter are no more than a ‘coarse eligibility filter.’ ”

The Federal Circuit secondly emphasized that “judicial case law has created only three categories of subject matter outside the eligibility bounds of § 101—laws of nature, physical phenomena, and abstract ideas,” and explained that “laws of nature and physical phenomena cannot be invented.”  “Abstractness,” the Federal Circuit acknowledged, presented a challenge.

However, the Federal Circuit noted that the Supreme Court in Bilski refused to deem business methods ineligible for patent protection.  The Federal Circuit noted that its “machine or transformation” analysis had attempted to address “abstractness,” but the Supreme Court had rejected that approach in Bilski.  The Federal Circuit added that “[w]hile machine-or-transformation logic served well as a tool to evaluate the subject matter of Industrial Age processes, that test has far less application to the inventions of the Information Age.”

The Federal Circuit, though, rejected a bright line analysis for determining “abstractness” – “[w]ith this in mind, this court does ‘not presume to define “abstract” beyond the recognition that this disqualifying characteristic should exhibit itself so manifestly as to override the broad statutory categories of eligible subject matter and the statutory context that directs primary attention on the patentability criteria of the rest of the Patent Act.’ ”

The Federal Circuit reasoned, though, that “[a]lthough abstract principles are not eligible for patent protection, an application of an abstract idea may well be deserving of patent protection. * * * After all, unlike the Copyright Act which divides idea from expression, the Patent Act covers and protects any new and useful technical advance, including applied ideas.”

As a first step, the Federal Circuit noted that the claims were drawn to a “method” – a “process” under § 101 – and thus were prima facie drawn to patent-eligible subject matter.  The question then turned to “abstractness.”

The Federal Circuit reasoned that: “[I]nventions with specific applications or improvements to technologies in the marketplace are not likely to be so abstract that they override the statutory language and framework of the Patent Act.”
  Here, the patent-in-suit, the Federal Circuit noted, addressed prior art problems of banner advertising, i.e., declining “click through rates,” by forcing a consumer to view and possibility interact with advertisements before gaining access to the desired product.  Thus, the Federal Circuit reasoned, the invention of the patent-in-suit sought to improve on existing technology.

The Federal Circuit further reasoned:  “Returning to the subject matter of the [patent-in-suit], the mere idea that advertising can be used as a form of currency is abstract, just as the vague, unapplied concept of hedging proved patent-ineligible in Bilski. However, the [patent-in-suit] does not simply claim the age-old idea that advertising can serve as currency. Instead the [patent-in-suit] discloses a practical application of this idea.”

The Federal Circuit reasoned that many of the claimed steps likely required complex computer programming and specific application to the Internet and “cyber-market environment.”  According to the court, “[v]iewing the subject matter as a whole, the invention involves an extensive computer interface.”

However, the Federal Circuit also rejected those observations as “criteria” that could be used for deciding future cases:  “This court does not define the level of programming complexity required before a computer-implemented method can be patent-eligible. Nor does this court hold that use of an Internet website to practice such a method is either necessary or sufficient in every case to satisfy § 101.”  Rather, the Federal Circuit concluded:  “This court simply find the claims here to be patent-eligible, in part because of these factors.”

The Federal Circuit also rejected the suggestion that computer programming did not constitute patent-eligible subject matter:  “In this context, this court examines as well the contention that the software programming necessary to facilitate the invention deserves no patent protection or amounts to abstract subject matter or, in the confusing terminology of machines and physical transformations, fails to satisfy the ‘particular machine’ requirement. This court confronted that contention nearly two decades ago in the en banc case of In re Alappat, 33 F.3d 1526 (Fed. Cir. 1994). At that time, this court observed that ‘programming creates a new machine, because a general purpose computer in effect becomes a special purpose computer once it is programmed to perform particular functions pursuant to instructions from program software.’ * * * In other words, a programmed computer contains circuitry unique to that computer. That ‘new machine’ could be claimed in terms of a complex array of hardware circuits, or more efficiently, in terms of the programming that facilitates a unique function. The digital computer may be considered by some the greatest invention of the twentieth century, and both this court and the Patent Office have long acknowledged that ‘improvements thereof’ through inter-changeable software or hardware enhancements deserve patent protection. Far from abstract, advances in computer technology—both hardware and software—drive innovation in every area of scientific and technical endeavor.”

The Federal Circuit acknowledged that the claims did not specify a particular mechanism for downloading content to a consumer, but concluded that was not required.  The Federal Circuit reasoned that:  “That a process may be patentable, irrespective of the particular form of the instrumentalities used, cannot be disputed. If one of the steps of a process be that a certain substance is to be reduced to a powder, it may not be at all material what instrument or machinery is used to effect that object, whether a hammer, a pestle and mortar, or a mill.”
  Moreover, the Federal Circuit reasoned, the written description and enablement requirements addressed such concerns:  “The ‘coarse eligibility filter’ of § 101 should not be used to invalidate patents based on concerns about vagueness, indefinite disclosure, or lack of enablement, as these infirmities are expressly addressed by § 112.”

6. Simply Adding a “computer aided” Limitation to a Claim Covering an Abstract Concept, Without More, is Insufficient to Render the Claim Patent Eligible [image: image396.png]-
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In Dealertrack, Inc. v. Huber,
 the Federal Circuit panel majority, inter alia, affirmed the district court’s grant of summary judgment that certain claims of one of the patents-in-suit were invalid for failure to claim patent-eligible subject matter under § 101.  Circuit Judge Plager dissented urging that district courts should decide patentability under §§ 102, 103 etc., before addressing patent-eligible subject matter under § 101.  Judge Plager thus urged that the case should be remanded to the district court.  Judge Plager did not dissent on the other issues.

There were a number of issues on appeal.  The § 101 issues will be addressed here.

Dealertrack’s two patents-in-suit were drawn to a computer aided method and system for processing credit applications over a network.  Prior to the invention, car dealers would seek loans for their customers by filling out bank-specific forms, and then faxing or transmitting those forms to the bank.  The dealer would then wait for a reply.  

The Dealertrack patents were drawn to automating the process through the use of a “central processor” that received credit application data from dealers, processed those data to conform to the application forms used by various banks, forwarded the completed forms to banks selected by the dealer, received replies from the banks, and forwarded those replies to the dealer.  Fig. 1A illustrated a preferred embodiment of the system:

[image: image397.emf]
An important feature was allowing a dealer to fill out a single application, to control which banks received the application, and to control the order and timing when applications were sent to the banks.

Claim 1 of one of the patents-in-suit called for:

1. A computer aided method of managing a credit application, the method comprising the steps of:

[A] receiving credit application data from a remote application entry and display device;

[B] selectively forwarding the credit application data to remote funding source terminal devices;

[C] forwarding funding decision data from at least one of the remote funding source terminal devices to the remote application entry and display device;

[D] wherein the selectively forwarding the credit application data step further comprises:

[D1] sending at least a portion of a credit application to more than one of said remote funding sources substantially at the same time;

[D2] sending at least a portion of a credit application to more than one of said remote funding sources sequentially until a finding [sic, funding] source returns a positive funding decision;

[D3] sending at least a portion of a credit application to a first one of said remote funding sources, and then, after a predetermined time, sending to at least one other remote funding source, until one of the finding [sic, funding] sources returns a positive funding decision or until all funding sources have been exhausted; or,

[D4] sending the credit application from a first remote funding source to a second remote finding [sic, funding] source if the first funding source de-clines to approve the credit application.

The district court concluded that “computer aided method” in the preamble was limiting, but did not further define the phrase. The district court construed “remote application entry and display device” to mean “any device, e.g., personal computer or dumb terminal, remote from the central processor, for application entry and display,” and “terminal device” to mean “any device, e.g., personal computer or dumb terminal, located at a logical or physical terminus of the system.” Those constructions were not appealed.

The district court applied the pre-Bilski “machine-or-transformation test” and concluded that claims 1, 3, and 4 did not recite patent-eligible subject matter.  The district court reasoned that because the computer was not “specially programmed” and “nothing more than a general purpose computer that has been programmed in some unspecified manner,” such a computer could not constitute the “particular machine” required to confer patent eligibility under the machine prong of the “machine-or-transformation test.”
The Federal Circuit remarked that “[t]he Supreme Court [in Bilski] has set forth three broad categories of subject matter ineligible for patent protection: ‘laws of nature, physical phenomena, and abstract ideas.’ * * * It therefore generally follows that any invention within the broad statutory categories of § 101 that is made by man, not directed to a law of nature or physical phenomenon, and not so manifestly abstract as to preempt a fundamental concept or idea is patent eligible.”

The Federal Circuit secondly noted that in Research Corp. v. Microsoft Corp.,
 the court had “admonished that for abstractness to invalidate a claim it must ‘exhibit itself so manifestly as to override the broad statutory categories of eligible subject matter and the statutory context that directs primary attention on the patentability criteria of the rest of the Patent Act.’ ”
  Nevertheless, the Federal Circuit concluded that it was “compelled to conclude that the claims are invalid as being directed to an abstract idea preemptive of a fundamental concept or idea that would foreclose innovation in this area.”

The Federal Circuit viewed the claimed process as involving three steps: “receiving data from one source (step A), selectively forwarding the data (step B, performed according to step D), and forwarding reply data to the first source (step C).”  But, according to the Federal Circuit, the “steps that constitute the method here do not ‘impose meaningful limits on the claim’s scope.’ * * * Neither Dealertrack nor any other entity is entitled to wholly preempt the clearinghouse concept.”

The Federal Circuit disagreed with Dealertrack’s argument that the “computer-aided” limitation in the preamble sufficiently limits the claims to an application of the idea.  The Federal Circuit agreed with the district court that the claim “does not specify how the computer hardware and database are specially programmed to perform the steps claimed in the patent.” The Federal Circuit noted that “[t]he claims are silent as to how a computer aids the method, the extent to which a computer aids the method, or the significance of a computer to the performance of the method. The undefined phrase ‘computer aided’ is no less abstract than the idea of a clearinghouse itself. Because the computer here ‘can be programmed to perform very different tasks in very different ways,’ * * * it does not ‘play a significant part in permitting the claimed method to be performed.’ * * * Simply adding a ‘computer aided’ limitation to a claim covering an abstract concept, without more, is insufficient to render the claim patent eligible.”

The Federal Circuit distinguished the claims from those at issue in Ultramercial, LLC v. Hulu, LLC,
 reasoning that “[u]nlike in Ultramercial, where this court found that the patent claimed a practical application with concrete steps requiring an extensive computer interface, * * * the claims here recite only that the method is ‘computer aided’ without specifying any level of involvement or detail. The fact that certain algorithms are disclosed in the specification does not change the outcome. In considering patent eligibility under § 101, one must focus on the claims. This is because a claim may ‘preempt’ only that which the claims encompass, not what is disclosed but left unclaimed. Here, the claims of the ’427 Patent were construed not to be limited to any particular algorithm. Dealertrack has not appealed the district court’s construction.”

The Federal Circuit concluded that “[t]he restriction here is precisely the kind of limitation held to be insufficient to confer patent eligibility in Bilski II. The notion of using a clearinghouse generally and using a clearinghouse specifically to apply for car loans, like the relationship between hedging and hedging in the energy market in Bilski II, is of no consequence without more.”

Circuit Judge Plager dissented-in-part urging that “as a matter of efficient judicial process I object to and dissent from that part of the opinion regarding the ’427 patent and its validity under § 101, the section of the Patent Act that describes what is patentable subject matter. I believe that this court should exercise its inherent power to control the processes of litigation, * * * and insist that litigants, and trial courts, initially address patent invalidity issues in infringement suits in terms of the defenses provided in the statute: ‘conditions of patentability,’ specifically §§ 102 and 103, and in addition §§ 112 and 251, and not foray into the jurisprudential morass of § 101 unless absolutely necessary.”

The panel majority responded in a footnote:

With all due respect, the dissent’s effort to define a more efficient judicial process, as laudable a goal as that may be, faces several obstacles. First, the Supreme Court characterizes patent eligibility under § 101 as a “threshold test.” * * * Second, the “defenses provided in the statute,” § 282, include not only the “conditions of patentability” in §§ 102 and 103, but also those in § 101. * * * Finally, the motion for summary judgment alluded to by the dissent was filed by Dealertrack, not Appellees, and sought summary judgment of nonobviousness. * * * In opposition, Appellees argued to the district court that summary judgment of obviousness was improper and that the issue should go to trial. Thus, the resolution of Dealertrack’s motion would not have decided the case absent a sua sponte determination of obviousness as a matter of law.

V. ENABLEMENT-WRITTEN DESCRIPTION-BEST MODE:  35 U.S.C. § 112(1)

A. Enablement

1. Federal Circuit Reiterates That In re Wands Factors Control Question of Enablement [image: image398.png]



Two related appeals, Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck I),
 and Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck II),
 involved the same parties and subject matter, and both were appeals from the District of Nebraska.  The appeals were heard on the same day.  Streck I, authored by Circuit Judge Newman, was a § 146 action following an interference decided by the PTO Board of Patent Appeals and Interferences.  The opinion in Streck I was dated October 20, 2011.  Streck II, authored by Circuit Judge O’Malley, was an appeal from an infringement trial.  The opinion in Streck II was dated January 10, 2012.

Streck I addressed various procedural issues in § 146 actions, as well as priority of invention.  An enablement issue in Streck II will be discussed here.

Streck filed suit in 2006 asserting that R&D was infringing three patents generally drawn to “controls” used to test whether a hematology instrument, used to analyze samples of blood, and measure the different types of blood cells in a sample, was working accurately.

The inventions were an “integrated reticulocyte control,” which contained at least a reticulocyte component combined with a white blood cell component capable of identifying the five types of white blood cells: lymphocytes, monocytes, neutrophils, eosinophils, and basophils.

The enablement question was whether the patents-in-suit enabled the use of true reticulocytes rather than analogs in an integrated control.  The district court held that the specifications of the patents-in-suit properly enabled the asserted claims.  The Federal Circuit agreed.

The Federal Circuit reiterated:

Enablement “is a legal determination of whether a patent enables one skilled in the art to make and use the claimed invention.” * * * To be enabling, a patent’s specification must “teach those skilled in the art how to make and use the full scope of the claimed invention without ‘undue ex-perimentation.’” * * * It is well-established, however, that a specification need not disclose what is well-known in the art. * * * It is true, however, that, “the rule that a specification need not disclose what is well known in the art is merely a rule of supplementation, not a substitute for a basic enabling disclosure.” * * *
The enablement requirement is met where one skilled in the art, having read the specification, could practice the invention without “undue experimentation.” In re Wands, 858 F.2d 731, 736-37 (Fed. Cir. 1988) (“Enablement is not precluded by the necessity for some experimentation such as routine screening.”). Whether undue experimentation is required “is not a single, simple factual determination, but rather is a conclusion reached by weighing many factual considerations.” * * * In Wands, this court set forth the following factors to consider when determining whether a disclosure requires undue experimentation:

(1) the quantity of experimentation necessary, (2) the amount of direction or guidance presented, (3) the presence or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the claims.

* * * “[I]t is not necessary that a court review all the Wands factors to find a disclosure enabling. They are illustrative, not mandatory.” * * *

On highly factual grounds, the Federal Circuit concluded that R&D had failed to show that the specifications of the patents-in-suit lacked enablement support for the asserted claims.

B. Written Description

1. Validity

a) Original Claims May Provide Written Description Support, Contrary to Statements in Ariad, Where Such Claims Are Not Broadly Drawn Generic or Functional Claims: When Two Embodiments Are Disclosed for Addressing a Problem, The Claims Do Not Necessarily Cover Both Embodiments Conjunctively: “[i]nventors can frame their claims to address one problem or several, and the written description requirement will be satisfied as to each claim as long as the description conveys that the inventor was in possession of the invention recited in the claim” [image: image399.png]
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In Crown Packaging Technology, Inc. v. Ball Metal Beverage Container Corp.,
 the Federal Circuit, in an opinion by District Judge Whyte, sitting by designation, and over a dissent by Circuit Judge Dyk, reversed a district court’s conclusion that the specification lacked sufficient written description support given the breadth of the claims.  In the course of doing so, District Judge Whyte noted that original claims, in some instances, may provide written description support, despite statements in Ariad 
 to the contrary, and distinguished a number of “troublesome” cases including LizardTech, Inc. v. Earth Res. Mapping,
 Tronzo v. Biomet, Inc.,
 and ICU Med., Inc. v. Alaris Med. Sys.
  On the issue whether the claims were supported to the extent of their scope, District Judge Whyte relied heavily on Revolution Eyewear, Inc. v. Aspex Eyewear, Inc.,
 and the court’s holding that “[i]nventors can frame their claims to address one problem or several, and the written description requirement will be satisfied as to each claim as long as the description conveys that the inventor was in possession of the invention recited in the claim.”

Crown and Ball were competitors in the field of selling “can ends” and “can bodies” to beverage company “fillers.”  “Can ends” were the lids affixed to the top of beverage cans, and “can bodies” were the cylindrical hollow containers.  Crown’s two patents-in-suit were drawn to ways for saving metal when seaming can bodies and can ends.  According to the specification, “improvements in metal usage can be made by [1] increasing the slope of the chuck wall and [2] limiting the width of the anti peaking bead.”

Comment:  The numbers in brackets have been added.  Actually, one of the issues in the case was whether both were required.  District Judge Whyte viewed those as separate inventions.
With respect to increasing the slope of the can end’s chuck wall, Fig. 2 illustrates the prior art having a steep can end wall and a relatively small angle C:

[image: image402.emf]
The specification taught that the angle C was “between 12° and 20° to the vertical.”

In the invention, the specification described a can end where the “chuck wall is inclined to axis perpendicular to the exterior of the central panel at an angle between 30° and 60°” and preferably “between 40° and 45°” as illustrated in Fig. 5:

[image: image403.emf]
Increasing the size of angle C and decreasing the steepness reduced the metal used in manufacturing the can end.

According to District Judge Whyte, the specification “also” taught saving metal by “limiting the width of the anti peaking bead,” preferably to a “bead narrower than 1.5mm” in radius.  That “anti peaking bead was illustrated in prior art Fig. 2 above at location D.

The specification, according to District Judge Whyte, disclosed a new seaming method that used a modified seaming chuck 30, as illustrated in Figs. 6 and 7:

[image: image404.emf]
In that embodiment, a can end was placed over a can body 12, and then seaming rollers 34, 38 and modified chuck 30 were then applied.  Modified chuck 30 had a frustoconical drive surface 32 that engaged chuck wall 24 of can end 22.  During the seaming process, the upper portion of chuck wall 24 was deformed and bent up around the chuck.  The left side of Fig. 6 illustrated the beginning of that deformation, and the right side of Fig. 7 illustrated the deformation when seaming was complete.  The modified chuck 30 did not drive deeply into anti peaking bead 25 to avoid fracture or black marks after pasteurization.

According to District Judge Whyte, “[t]he parties agree that the specification teaches that ‘improvements in metal usage can be made by increasing the slope of the chuck wall and limiting the width of the anti peaking bead.’ * * * However, the parties disagree as to whether the written description supports an invention that improves metal usage by increasing the slope of the chuck wall without a modified chuck that does not drive deeply into the reinforcing bead.”

Claim 14 was one of the asserted claims of one of the patents-in-suit, and was drawn to a can end before it was seamed.  Claim 14 was dependent on claim 13.  Those claims called for:

13. A metal can end for use in packaging beverages under pressure and adapted to be joined to a can body by a seaming process so as to form a double seam therewith using a rotatable chuck comprising first and second circumferentially extending walls, said first and second chuck walls forming a juncture therebetween, said can end comprising;

a peripheral cover hook, said peripheral cover hook comprising a seaming panel adapted to be formed into a portion of said double seam during said seaming operation;

a central panel;

a wall extending inwardly and downwardly from said cover hook, a first portion of said wall extending from said cover hook to a first point on said wall, said first wall portion adapted to be deformed during said seaming operation so as to be bent upwardly around said juncture of said chuck walls at said first point on said wall, a second portion of said wall extending from said first point to a second point forming a lowermost end of said wall, a line extending between said first and second points being inclined to an axis perpendicular to said central panel at an angle of between 30° and 60°.

14. The end according to claim 13, further comprising an annular reinforcing bead connected to said wall at said second point, said annular reinforcing bead connecting said wall to said central panel.

Claims 50 and 52 were the two asserted claims of the other patent-in-suit, and were drawn to methods of seaming a can end:

50. A method of forming a double seam between a can body and a can end intended for use in pack-aging a carbonated beverage, said method comprising the steps of:

a) providing a can end having a circumferentially extending peripheral cover hook, said peripheral cover hook comprising a seaming panel to be formed into a portion of said double seam during a seaming operation, an annular reinforcing bead, and a circumferentially extending wall extending from said seaming panel to said reinforcing bead, said wall and said reinforcing bead forming a transition therebetween;

b) placing said cover hook of said can end into contact with a circumferentially extending flange of a can body;

c) providing a rotatable chuck comprising first and second circumferentially extending walls, said second chuck wall depending from said first chuck wall so as to form a juncture therebetween;

d) bringing said chuck into engagement with said can end; and

e) performing said seaming operation by placing one or more seaming rolls into contact with said peripheral cover hook of said can end while said can end rotates so as to deform said seaming panel of said cover hook and to bend a portion of said can end wall upwardly around said juncture of said chuck walls at a first location on said can end wall, a straight line extending from said first location on said can end wall to said transition between said can end wall and said reinforcing bead inclined between about 20° and about 60° with respect to said axial centerline both before and after said seaming operation.

52. The method according to claim 50, wherein said line extending from said first location to said transition is inclined between about 30° and about 50° with respect to said axial centerline of said can end both before and after performing said seaming operation.

The district court held the asserted claims invalid as lacking written description support.  Specifically, the district court concluded that the asserted claims covered driving a chuck either inside or outside a reinforcing head, but the specification only supported driving a chuck outside the can end’s reinforcing head.  As noted above, the Federal Circuit panel majority reversed.

At the outset, District Judge Whyte took issue with comments in Ariad that original claims did not necessarily provide written description support, and the en banc Federal Circuit in Ariad used the example of original generic claims that did not have sufficient disclosure to support such generic claims.  District Judge Whyte wrote:  “Original claims are part of the specification and in many cases will satisfy the written description requirement. * * * However, certain claims, such as claims to a functionally defined genus, will not satisfy the written description requirement without a disclosure showing that the applicant had invented species sufficient to support the claim.”  Although District Judge Whyte cited Ariad, it seems fair to say that Ariad did not expressly say that original claims “in many cases will satisfy the written description requirement.”

In any event, District Judge Whyte noted that Crown’s claims were not broad genus or functional claims describing a desired result of saving metal.  According to District Judge Whyte, “[t]herefore, the critical question is whether the specification, including the original claim language, demonstrates that the applicants had possession of an embodiment that improved metal usage by increasing the slope of the chuck wall without also limiting the width of the reinforcing bead.”

Crown urged that under Revolution Eyewear “[i]nventors can frame their claims to address one problem or several, and the written description requirement will be satisfied as to each claim as long as the description conveys that the inventor was in possession of the invention recited in the claim.”
  Crown contended that the specification taught two separate solutions for improving metal usage: (1) increasing the slope of the chuck wall of the can end, and (2) limiting the width of the reinforcing bead.  Crown argued that the specification did not require both.  And if one chose to use (1) and not (2), then the driving can occur either inside or outside the reinforcing bead.

District Judge Whyte, along with Circuit Judge Newman, agreed with Crown.  They viewed the specification as disclosing two separate solutions to the metal saving problem, which did not have to be used together.  According to that panel majority, “[w]hile the patents teach two independent ways to save metal, the advantages of limiting the chuck to driving outside the reinforcing bead only come into play when one narrows the reinforcing bead. That is when ‘the chuck bead becomes narrower and more likely to fracture.’ ”

District Judge Whyte, relying on Crown’s original claims, noted that “Crown's original claims clearly show that the applicants recognized and were claiming an improvement in metal usage by increasing the slope of the chuck wall over that used in the prior art without any additional limitation of narrowing the width of the reinforcing bead.”  

District Judge Whyte further noted that “while Ball is correct in noting that the embodiment drawings in the specification all show chuck drive outside the reinforcing bead, that does not compel the conclusion that the written description is so narrowly tailored as to preclude Crown from claiming an embodiment that only utilizes the angled chuck wall solution.”

District Judge Whyte also distinguished LizardTech, Tronzo and ICU Med.  According to District Judge Whyte, “[i]n each of those cases, the specification unambiguously limited the scope of the invention.”

Circuit Judge Dyk dissented-in-part.  Judge Dyk joined other portions of the opinion dealing, for example, with whether a prior art patent inherently anticipated certain claims, but disagreed vis-à-vis the foregoing.  According to Judge Dyk, “I agree with the majority that the ’875 and ’826 patents are directed to solving two problems: (1) reducing metal usage, and (2) reducing scuffing to the can end wall.”  However, Judge Dyk viewed the specification as teaching that the metal usage problem was solved by “increasing the slope of the chuck wall and limiting the width of the anti-peaking bead,” namely both.  Judge Dyk viewed the specification as teaching that scuffing problem was solved by designing a chuck that drove only outside, and not inside, of the new, narrower anti-peaking bead.

According to Judge Dyk, claim 50 addressed only the metal usage problem by increasing the slope of the chuck wall.  Judge Dyk took a different view of Revolution Eyewear.  According to Judge Dyk, “in holding that a claim may address only one of the purposes disclosed in the specification, still requires explicit disclosure of the embodiments in the claims: ‘Inventors can frame their claims to address one problem or several, and the written description requirement will be satisfied as to each claim as long as the description conveys that the inventor was in possession of the invention recited in that claim.’ * * * Therefore, the claims, whether directed to solving a single problem or multiple problems, must still be grounded in the specification.”

According to Judge Dyk, “[t]here is no question that the specification does not teach combining the sloped can end wall together with the wider, prior art bead and driving the chuck into the bead instead of the sloped can end wall. That combination is a new and distinct invention, and our written description jurisprudence requires that it be described in the specification. The fact that the claims are broad enough to cover such an invention or imply that the claims cover such an invention is not sufficient when the invention itself is not described either in the claims or elsewhere in the specification. The failure of the specification to describe the invention requires invalidation of claims 50 and 52.”

Judge Dyk reached a similar conclusion vis-à-vis claim 14.

b) Lack of Disclosed Species May Lead to Invalidity of Generic Claim Based on Lack of Written Description Support per Ariad: Claims to a Genetic Test for a Specific Mutation Held Invalid Where Specific Mutation Had Not Been Identified [image: image405.png]
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In Billups-Rothenberg, Inc. v. Associated Regional and University Pathologists, Inc.,
 the Federal Circuit affirmed the district court’s grant of summary judgment of invalidity for lack of written description support of one of the patents-in-suit where claims to a generic test for a specific mutation were not supported by a disclosure of any such mutations.  The Federal Circuit further affirmed the district court’s grant of summary judgment of invalidity for anticipation of the other patent-in-suit.

Billups two patents-in-suit were drawn to a genetic test for Type I hereditary hemochromatosis.  Billups sued Associated Regional and University Pathologists, Inc. (“ARUP”) and Bio-Rad Laboratories, Inc. (“Bio-Rad”) for infringement.

Type I hereditary hemochromatosis was an iron disorder characterized by excessive iron absorption by the body.  Hereditary hemochromatosis was caused by specific mutations in a gene regulating iron absorption.  That gene – the High Fe (HFE) gene – was located on the short arm of chromosome six in humans.  The HFE gene codes for the HFE protein.  When specific mutations occurred in the HFE gene, the resulting mutated HFE protein caused increased iron absorption.

The claims of the patents-in-suit were drawn to detection of one or both of two specific mutations of the HFE gene, now known as C282Y and S65C.  A prior art patent described three mutations in the HFE gene - C282Y, S65C, and H63D.

Billups filed the application for the first patent-in-suit in 1994.  The specification explained how to detect a mutation:

A mutation in a nucleic acid sequence can be detected by various methods to analyze nucleic acids such as by nucleic acid sequencing, polymerase chain reaction or hybridization. Such methods are well known to those in the art (see, for example, Sambrook et al, supra, 1989; Hames and Higgins Nucleic Acid Hybridisation: a practical approach (IRL Press, New York, 1985), both of which are incorporated herein by reference).

Claims covering a genetic test for what is now known as the C282Y mutation were asserted.  Claim 2 was representative:
2. A method to identify an individual having or predisposed to having hemochromatosis, comprising the steps of:

a) providing from the individual a sample containing a gene encoding a nonclassical MHC class I heavy chain and

b) detecting a mutation in said gene, which mutation results in the reduced ability of said heavy chain to associate with said β2 microglobulin, wherein the presence of said mutation identifies said individual as having or predisposed to having hemochromatosis.

Although the patent claimed methods for detecting mutations responsible for hemochromatosis, as of the filing date no disease-causing mutations had been identified.  In 1995, Dr. Rothenberg, the named inventor, employed another researcher to help identify such mutations, but were unable to isolate the hemochromatosis gene or any mutations of the gene.

However, in 1996, other researchers isolated and sequenced the hemochromatosis gene and published their results.  They noted that “further refinement of the location of this gene has been difficult.”  That research resulted in several patents, including one that was prior art to one of the patents-in-suit under § 102(e).  That patent disclosed the genetic sequences for three mutations now known as C282Y, H63D, and S65C.  Bio-Rad was the assignee of that patent, and licensed that patent to ARUP, a laboratory at the University of Utah.

In October 1998, a researcher at ARUP published a paper describing how genetic probes for a different mutation accidently identified a nucleotide sequence corresponding to the S65C mutation.  ARUP developed that discovery into a genetic test that was accused of infringing.

Meanwhile, Billups researchers used the genetic sequences discovered by those other researchers to refine their own experiments.  That resulted in the second patent-in-suit claiming a method for diagnosing an iron disorder by testing for genetic mutations including S65C.

Claim 1 of the second patent-in-suit called for:

1.  A method of diagnosing an iron disorder or a genetic susceptibility to developing said disorder in a mammal, comprising determining the presence of a mutation in exon 2 of an HFE nucleic acid in a biological sample from said mammal, wherein said mutation is not a C→G substitution at nucleotide 187 of SEQ ID NO: 1 and wherein the presence of said mutation is indicative of said disorder or a genetic susceptibility to developing said disorder.

With respect to the first patent-in-suit, the district court granted summary judgment of invalidity for lack of written description support explaining that: “The DNA sequence of the hemochromatosis gene and/or sequence of the C282Y mutation were not expressly specified in the ’681 patent.”  The district court further noted that it was “undisputed by the parties that no species of the genus of DNA mutations, the presence of which would identify an individual as having or being predisposed to having hemochromatosis, were disclosed in the ’681 patent specification.” The district court further concluded that “[d]escribing the structure of the resulting protein is not the same as describing the structure of the DNA and its mutations. The invention claimed in the ’681 patent is a method to test for a DNA mutation, not a test for a defective protein.” Also, the district court explained that the “patentee has merely directed the person of ordinary skill in the art to a general location of a mutation on a chromosome and suggested that the mutation may be found in that vicinity.” 

The district court also granted summary judgment that the second patent-in-suit was invalid for anticipation in light of the aforementioned Bio-Rad patent which constituted prior art under § 102(e).

On appeal, the Federal Circuit affirmed.  With respect to the issue of written description support, Billups contended that its disclosure of the mutation’s general location somewhere “within less than a 300 base pair region of a defined exon of a well studied multi-gene family,” combined with the knowledge that existed at the time of filing the application, showed that Dr. Rothenberg was in possession of the invention.

The Federal Circuit disagreed:  “The ’681 patent claims a test for mutations, yet it is undisputed that the specification and originally filed claims of the ’681 patent disclose neither the hemochromatosis gene sequence nor any specific mutations within that gene. Although the ’681 patent states that the hemochromatosis mutations are in a gene encoding the α3 domain of a nonclassical MHC class I heavy chain located on the short arm of chromosome six, that does not disclose the exact location or sequence of the mutation. * * * Billups did not possess a genetic mutation useful for diagnosing hemochromatosis when it filed its patent application in December of 1994. The ’681 patent merely represents Billups’s research plan.”

Billups urged that the subsequent discovery of C282Y supported its argument that Dr. Rothenberg was in possession of the invention.  The Federal Circuit again disagreed:  “Given the lack of knowledge of sequences for the hemochromatosis gene and its mutations in the field, the limited extent and content of the prior art, and the immaturity and unpredictability of the science when the ’681 patent was filed, Billups cannot satisfy the written description requirement merely through references to later-acquired knowledge.”

The Federal Circuit explained that “[t]he ’681 patent claims methods covering the identification of a genus of unknown genetic mutations. * * * A claim encompassing two or more disclosed embodiments within its scope is a genus claim. For genus claims, ‘an adequate written description of a claimed genus requires more than a generic statement of an invention’s boundaries.’ * * * Under Ariad, a patent must set forth ‘either a representative number of species falling within the scope of the genus or structural features common to the members of the genus.’ * * * The ’681 patent does not identify even a single species that satisfies the claims. In this case, the eventual discovery of only one species—the C282Y mutation—within the claimed genus does not constitute adequate written description of that genus.”

c) The Scope of the Right to Exclude Cannot “over-reach the scope of [the] contribution to the field of art as described in the patent specification” [image: image407.png]
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In Centocor Ortho Biotech, Inc. v. Abbott Laboratories,
 the Federal Circuit reversed the district court’s denial of Abbott’s motion for JMOL of invalidity following a jury trial in which Abbott was found to have willfully infringed Centocor’s patent-in-suit, and in which the jury awarded Centocor over $ 1.67 billion in damages.  The Federal Circuit concluded that the asserted claims in Centocor’s patent-in-suit lacked written description support in the asserted parent application.

The technology involved antibodies to human necrosis factor α (“TNF-α”).  If the body overproduces TNF-α, various autoimmune conditions, such as arthritis may result.  TNF-α antibodies had the potential for reducing the harmful effects of excess TNF-α, but the human body did not typically make antibodies to human TNF-α.  Pharmaceutical companies were interested in engineering antibodies that could “neutralize” TNF-α.

By 1985, researchers had produced antibodies to TNF-α, but those antibodies were produced in mice and were not suitable for use in humans, primarily for three reasons.  Because antibodies must “stick” to human TNF-α to work, binding ability, i.e., a high affinity, was important.  The known antibodies did not have sufficient binding affinity for use in humans.

Also, for the antibodies to work, they needed to bind at specific locations on TNF-α.  Many of the known antibodies did not have the desired neutralizing activity.  Further, humans frequently had immunological reactions when treated with antibodies produced in mice and other non-human species.  Scientists approached that problem by attempting to engineer foreign antibodies to look more “human-like.”

Thus, the effort was to engineer an antibody with (1) high affinity, (2) neutralizing activity, and (3) reduced immunogenicity.

Centocor and Abbott pursued different strategies.  Centocor began by identifying a mouse antibody to human TNF-α that had (1) high affinity, and (2) neutralizing activity – the A2 mouse antibody.  In addressing the immunogenicity issue, Centocor kept the parts of the mouse antibody that produced (1) high affinity, and (2) neutralizing activity, and worked on modifying other regions of the antibody.

Antibodies had two regions – a “constant” region and a “variable” region.  The “variable” region determined where the antibody would bind, and also its affinity.  Thus, making changes in the variable region could have significant effects on the efficacy of the antibody.  Centocor thus focused on the “constant” region.  Centocor developed a “chimeric” antibody that was less immunogenic that the A2 mouse antibody, but had similar binding and activity because it used the same “variable” region.  However, because the chimeric antibody contained foreign protein, it was not “fully human.”

Centocor filed an application in 1991 disclosing both the A2 mouse antibody and the chimeric antibody.  The application discussed the immunogenicity problem and the problems with making a fully-human antibody.  The application included eighteen examples of making a chimeric antibody based on the mouse antibody.  The claims were drawn both the A2 mouse antibody and chimeric antibodies.

Subsequently, Centocor filed a series of CIP applications.  In 1993, the PTO rejected pending claims in one of the CIP applications because those claims covered antibodies with “less than an entire mouse variable region[ ].”  The PTO asserted that the specification only enabled antibodies with a full mouse variable region.  In response, Centocor filed a new CIP application, and the PTO issued the same rejection.  Centocor then filed three “substantially identical” CIP applications in 1994, which added new matter that Centocor now relied on as furnishing written description support.  However, Centocor did not present claims to human variable regions.

Abbott, on the other hand, sought to engineer a full-human antibody.  According to the court, one of skill in the art could not look at a mouse variable region and know how to convert that variable region into a human variable region having the same affinity and activity as in the mouse antibody.

Abbott created a library containing a spectrum of human variable regions, and then searched for variable regions that bound to human TNF-α.  Abbott also developed a technique known as “guided selection” that assisted in identifying variable regions that also bound to specific sites which would produce the desired neutralizing effect.  Abbott then used other techniques to improve the binding affinity of the variable regions.  The resulting human variable regions were combined with known human constant regions to create fully human antibodies.  Abbott, by 1995, had created the therapeutic antibody Humira®.  Abbott, 1996, filed an application disclosing that fully human antibody, and the PTO granted Abbott a patent in 2000.  Abbott received regulatory approval to market Humira® in 2002.

Meanwhile, Centocor’s applications remained pending.  In 2002, Centocor filed claims to fully human antibodies in a thirteenth application.

The Federal Circuit deemed claims 1 and 2 of Centocor’s patent-in-suit as being representative:

1. An isolated recombinant anti-TNF-α anti-body or antigen-binding fragment thereof, said antibody or antigen-binding fragment comprising a human constant region, wherein said antibody or antigen binding fragment (i) competitively inhibits binding of A2 (ATCC Accession No. PTA-7045) to human TNF-α, and (ii) binds to a neutralizing epitope of human TNF-α in vivo with an affinity of at least 1x108 liter/mole, measured as an association constant (Ka), as determined by Scatchard analysis.

2. The antibody or antigen-binding fragment of claim 1, wherein the antibody or antigen binding fragment comprises a human constant region and a human variable region.

The Federal Circuit noted that the scope of claim 1 includes, but was not limited to, chimeric antibodies. Asserted claim 2 was limited to antibodies with human constant regions and human variable regions. All of the asserted claims covered human variable regions and fully-human antibodies like Abbott’s Humira®.  Centocor’s application issued in 2006 as the patent-in-suit.  
The Federal Circuit noted that “[t]he pivotal issue in this case concerns whether the [patent-in-suit] * * * provides adequate written description for the claimed human variable regions. * * * To ensnare Abbott with later-filed claims, Centocor must use a priority date from an earlier application. Because Abbott’s application was filed in 1996, Centocor relies on a priority claim to the 1994 CIP applications. Thus, in order for Centocor to prevail, the asserted claims must be supported by adequate written description in the 1994 CIP applications.”

Specifically, the Federal Circuit noted that “[t]he asserted claims cover fully-human antibodies that possess the same therapeutic properties as Centocor’s chimeric antibody, i.e., high affinity, neutralizing activity, and binding at a specific place on human TNF-α. Accordingly, the 1994 CIP applications must provide written description for an antibody to human TNF-α with (1) a human constant region, (2) a human variable region, (3) high affinity for human TNF-α, (4) neutralizing activity, and (5) the ability to bind to TNF-α in the same place as Centocor’s A2 mouse antibody (‘A2 specificity’).”

Abbott’s expert witness testified at trial that one of ordinary skill in the art would not have understood that Centocor had possession of a high affinity, neutralizing, A2 specific, fully-human antibody.  Abbott noted that the specification did not disclose any full-human, high affinity, neutralizing, A2 specific antibody, and did not disclose a single human variable region.

Centocor did not present any expert testimony at trial, but rather chose to rely on the specifications, and the testimony of the inventor who pointed to specific instances in which he asserted that the specification provided enabling and written description support.

The Federal Circuit was not persuaded.  The Federal Circuit concluded that “while the patent broadly claims a class of antibodies that contain human variable regions, the specification does not describe a single antibody that satisfies the claim limitations. * * * It does not disclose any relevant identifying characteristics for such fully-human antibodies or even a single human variable region. * * * Nor does it disclose any relationship between the human TNF-α protein, the known mouse variable region that satisfies the critical claim limitations, and potential human variable regions that will satisfy the claim limitations. * * * There is nothing in the specification that conveys to one of skill in the art that Centocor possessed fully-human antibodies or human variable regions that fall within the boundaries of the asserted claims.”

According to the Federal Circuit, “[t]he specification at best describes a plan for making fully-human antibodies and then identifying those that satisfy the claim limitations. But a ‘mere wish or plan’ for obtaining the claimed invention is not sufficient. * * * At the time the 1994 CIP applications were filed, it was entirely possible that that no fully-human antibody existed that satisfied the claims. Because Centocor had not invented a fully-human, high affinity, neutralizing, A2 specific antibody in 1994, a reasonable jury could not conclude that it possessed one.”

Centocor urged that the Federal Circuit’s decision in Noelle v. Lederman,
 and the PTO’s written description guidelines supported its contention that fully disclosing the human TNF-α protein provided adequate written description for any antibody that binds to human TNF-α. The Federal Circuit disagreed.  The Federal Circuit remarked that “[w]hile our precedent suggests that written description for certain antibody claims can be satisfied by disclosing a well-characterized antigen, that reasoning applies to disclosure of newly characterized antigens where creation of the claimed antibodies is routine. Here, both the human TNF-α protein and antibodies to that protein were known in the literature. The claimed ‘invention’ is a class of antibodies containing a human variable region that have particularly desirable therapeutic properties: high affinity, neutralizing activity, and A2 specificity. Claiming antibodies with specific properties, e.g., an antibody that binds to human TNF-α with A2 specificity, can result in a claim that does not meet written description even if the human TNF-α protein is disclosed because antibodies with those properties have not been adequately described.”
  According to the court, “Centocor simply failed to support its contention that generating fully-human antibodies with the claimed properties would be straightforward for a person of ordinary skill in the art given the state of human antibody technology in 1994. Unlike the antibody example cited in the PTO guidelines, therefore, simple possession of the known TNF-α protein did not place Centocor in possession of the claimed antibodies.”

The court concluded that “[t]he scope of Centocor’s right to exclude cannot ‘over-reach the scope of [its] contribution to the field of art as described in the patent specification.’ Reiffin v. Microsoft Corp., 214 F.3d 1342, 1345 (Fed. Cir. 2000). Its fully-human antibody claims are beyond the scope of its disclosure.”

d) Court Reiterates “Rule” From Regents of the Univ. of Cal. v. Eli Lilly & Co. (1997) that “[a] written description of an invention involving a chemical genus, like a description of a chemical species, ‘requires a precise definition, such as by structure, formula, [or] chemical name,’ of the claimed subject matter sufficient to distinguish it from other materials” in Concluding That Patents Drawn to Drug-Eluting Stents Were Invalid For Failure to Provide an Adequate Written Description: Broad Generic Claims (“rapamycin, or a macrocyclic lactone analog thereof “) Lacking Commensurate Written Description Support For Species (“macrocyclic lactone analogs” of rapamycin covered thousands of species) Held Invalid [image: image410.png]
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In Boston Scientific Corp. v. Johnson & Johnson,
 the Federal Circuit reiterated the “rule” from Regents of the Univ. of Cal. v. Eli Lilly & Co.
 that “[a] written description of an invention involving a chemical genus, like a description of a chemical species, ‘requires a precise definition, such as by structure, formula, [or] chemical name,’ of the claimed subject matter sufficient to distinguish it from other materials.”  The Federal Circuit concluded that several patents, filed early during the research leading to the Cordis’s Cypher® stent, the first drug-eluting stent approved by the FDA, were invalid for failure to provide an adequate written description.  Circuit Judge Gajarsa joined in most of the opinion, but concurred vis-à-vis certain patents.  Judge Gajarsa urged that those patents should have been held invalid for failure to provide an enabling disclosure, rather than a failure to provide an adequate written description.

The appellants were Johnson & Johnson, Cordis Corp. and Wyeth (collectively “Cordis”), all holding various interests in four patents, three of which were referred to as the “1997 Patents” and the fourth referred to as the ‘662 patent.  Boston Scientific had filed a declaratory judgment action contending, inter alia, that the patents were invalid for failure to provide an adequate written disclosure commensurate with the scope of the claims.  The district court granted summary judgment of invalidity.  The Federal Circuit affirmed.

The patents-in-suit were drawn to drug-eluting coronary stents used in treating coronary artery disease, caused in part by atherosclerosis, a build-up of arterial plaque.  Atherosclerosis leads to decreased blood and oxygen flow to the heart, resulting in chest pains, blood clots, heart attacks etc.
Physicians in 1977 developed balloon angioplasty to reopen clogged arteries caused by atherosclerosis.  In that procedure, a balloon catheter is inserted through a patient’s groin into the blocked artery, and a balloon is inflated to reopen the blocked artery.  In some instances, the artery would again narrow – a process known as restenosis.

Physicians began using metal coronary stents in the 1980s to support and hold an artery open after the balloon was deflated.  However, restenosis remained a problem.  Research on that problem included various oral drugs.  Researchers also experimented with drug-eluting stents.

The 1997 patents issued from a chain of continuation applications all ultimately based on a provisional application filed in 1997.  The ‘662 patent issued from an application filed in 2004, but claimed the benefit of an earlier application filed in 2001.

The specification of the 1997 patents disclosed, under “Summary of the Invention”:

SUMMARY OF THE INVENTION 

Novel Features and Applications to Stent Technology Currently, attempts to improve the clinical performance of stents have involved some variation of either applying a coating to the metal, attaching a covering or membrane, or embedding material on the surface via ion bombardment. A stent designed to include reservoirs is a new approach which offers several important advantages over existing technologies. 

Local Drug Delivery from a Stent to Inhibit Restenosis 

In this application, it is desired to deliver a therapeutic agent to the site of arterial injury. The conventional approach has been to incorporate the therapeutic agent into a polymer material which is then coated on the stent. The ideal coating material must be able to adhere strongly to the metal stent both before and after expansion, be capable of retaining the drug at a sufficient load level to obtain the required dose, be able to release the drug in a controlled way over a period of several weeks, and be as thin as possible so as to minimize the increase in profile. In addition, the coating material should not contribute to any adverse response by the body (i.e., should be non-thrombogenic, non-inflammatory, etc.). To date, the ideal coating material has not been developed for this application. 

An alternative would be to design the stent to contain reservoirs which could be loaded with the drug. A coating or membrane of biocompatable material could be applied over the reservoirs which would control the diffusion of the drug from the reservoirs to the artery wall. 

One advantage of this system is that the properties of the coating can be optimized for achieving superior biocompatibility and adhesion properties, without the addition requirement of being able to load and release the drug. The size, shape, position, and number of reservoirs can be used to control the amount of drug, and therefore the dose delivered.

Comment:  The foregoing does not appear in the Federal Circuit’s opinion in its entirety (only excerpts thereof), and is taken from one of the 1997 patents-in-suit.  The language suggests something “to be invented” rather than an existing invention.
Although not part of the court’s opinion, one of the 1997 patents-in-suit included the following drawing figures:
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The specification describes those drawing figures as ‘top views and section views of a stent containing reservoirs as described in the present invention.”

The 1997 patents claimed drug-eluting stents using either rapamycin or a macrocyclic lactone analog of rapamycin as the therapeutic agent.  Claim 1 of one of the 1997 patents-in-suit called for (not in the court’s opinion):

1. A device comprising a metallic stent, a biocompatible, nonabsorbable polymeric carrier, and a therapeutic agent, wherein: said polymeric carrier comprises an acrylate-based polymer or copolymer, a fluorinated polymer, or a mixture thereof, and said therapeutic agent is rapamycin, or a macrocyclic lactone analog thereof, and is present in an amount effective to inhibit neointimal proliferation.
Cordis added the phrase “macrocyclic lactone analog” to the claims in a 2006 claim amendment during prosecution of one of those patents shortly after a competitor, Guidant, received European approval to sell a drug-eluting stent containing everolimus, a rapamycin analog.  The district court construed “macrocyclic lactone analog” and “macrocyclic triene analog” as an analog of rapamycin broadly defined as any molecule with structural similarity to rapamycin.  The parties did not dispute that construction on appeal.

The ‘662 patent claimed drug-eluting stents using either rapamycin or a macrocyclic triene analog of rapamycin. Rapamycin was both a macrocyclic triene and a macrocyclic lactone.  Although not in the court’s opinion, claim 1 of the ‘662 patent called for:

1. A drug delivery device comprising: an intraluminal stent; a biocompatible, nonerodible polymeric coating affixed to the intraluminal stent; and from about 64 µg to about 197 µg of rapamycin or a macrocyclic triene analog thereof that binds FKBP12 incorporated into the polymeric coating, wherein said device provides an in-stent late loss in diameter at 12 months following implantation in a human of less than about 0.5 mm, as measured by quantitative coronary angiography.

Cordis’s Cypher® drug-eluting stent used rapamycin as a therapeutic ingredient. Rapamycin was a naturally occurring compound first publicly described in articles published in 1975.  In the early 1990s, researchers at Stanford University discovered that rapamycin inhibited restenosis after oral administration to rats.  As of the filing date of the 1997 patents, some analogs of rapamycin were disclosed in the prior art.  

The written description of the 1997 patents, under the heading “Detailed Description of Illustrative Embodiments,” noted that “[n]umerous agents are being actively studied as antiproliferative agents for use in restenosis and have shown some activity in experimental animal models.”  The specification then noted that:

Of particular interest in rapamycin. Rapamycin is a macrolide antibiotic which blocks IL-2-mediated T-cell proliferation and possesses antiinflammatory activity. While the precise mechanism of rapamycin is still under active investigation, rapamycin has been shown to prevent the G.sub.1 to 5 phase progression of T-cells through the cell cycle by inhibiting specific cell cyclins and cyclin-dependent protein kinases (Siekierka, Immunol. Res. 13: 110 116, 1994). The antiproliferative action of rapamycin is not limited to T-cells; Marx et al. (Circ Res 76:412 417, 1995) have demonstrated that rapamycin prevents proliferation of both rat and human SMC in vitro while Poon et al. have shown the rat, porcine, and human SMC migratin can also be inhibited by rapamycin (J Clin Invest 98: 2277 2283, 1996). Thus, rapamycin is capable of inhibiting both the inflammatory response known to occur after arterial injury and stent implantation, as well as the SMC hyperproliferative response. In fact, the combined effects of rapamycin have been demonstrated to result in a diminished SMC hyperproliferative response in a rat femoral artery graft model and in both rat and porcine arterial balloon injury models (Gregory et al., Transplantation 55:1409 1418, 1993; Gallo et al., in press, (1997)). These observations clearly support the potential use of rapamycin in the clinical setting of post-angioplasty restenosis.

According to the Federal Circuit, there was only one reference in the specification to macrocyclic lactones.  Under a heading “Experiments,” the specification stated that “Agents: Rapamycin (sirolimus) structural analogs (macrocyclic lactones) and inhibitors of cell-cycle progression.”  However, the specification did not describe any experiments using a macrocyclic lactone analog and did not include any examples of a macrocyclic lactone analog.

The ’662 patent defined rapamycin broadly to include “rapamycin, rapamycin analogs, derivatives and congeners that bind FKBP12 and possess the same pharmacologic properties as rapamycin.” However, the ’662 patent also did not identify any specific species of rapamycin analogs.

Unlike the 1997 patents, though, the ‘662 patent disclosed a genus (analogs of rapamycin), but claimed a narrower sub-genus of analogs (macrocyclic triene analogs of rapamycin) in combination with other elements.  However, the data in the ‘662 patent related to rapamycin coated stents.  There were no data for stents using a rapamycin analog.  And, as was the case with the 1997 patents, Cordis added claim language specifying “macrocyclic triene analogs” after Guidant received approval for an everolimus coated stent.

Boston Scientific sold a Promus® Everolimus-Eluting Coronary Stent System that used everolimus to prevent restenosis.  The Promus stent was a version of Abbott Cardiovascular Systems Inc.’s XIENCE V® Everolimus-Eluting Coronary Stent System.  Cordis had previously asserted the patents-in-suit against Abbott.

Boston Scientific filed four declaratory judgment actions (later consolidated) seeking summary judgment that the patents-in-suit were invalid.  Cordis counterclaimed for infringement.  Boston Scientific filed, inter alia, a motion for summary judgment of invalidity urging that the claims were invalid for non-enablement, lack of an adequate written description, and indefiniteness.  The district court granted summary judgment that the 1997 patents were invalid for non-enablement and lack of adequate written description support.  

The district court also granted summary judgment that the ‘662 patent lacked adequate written description support (but did not rule on the issue of enablement).  The district court noted that the ‘662 patent provided more detail than the 1997 patents on the mechanism of action of rapamycin, but also noted that “no macrocyclic triene analogs are named, structurally depicted, exemplified, or otherwise described in the ’662 patent specification.”

The district court concluded that although the claims of the ‘662 patent were limited by function, no macrocyclic triene analogs were named, structurally depicted, exemplified, or otherwise described, and no assays or other experimental models were described vis-à-vis testing the ability to function as rapamycin, that is, to bind FKBP12.  The district court noted that the Federal Circuit had required an identification of “sufficient species” to show that the totality of the claimed genus was invented and disclosed, citing Carnegie Mellon Univ. v. Hoffmann-La Roche Inc.,

With respect to the 1997 patents, Cordis argued that because information regarding the structure, mechanism of action, and biological activity of rapamycin and its analogs were in the prior art, it was not necessary to disclose “formulae or structures” or disclose “definitions, examples, or experimental models” of particular macrocyclic lactone analogs. Cordis argued that the specification combined with the knowledge of one skilled in the art “provided a template for those of ordinary skill to use for identifying analogs falling within the scope of the claims.”
The Federal Circuit disagreed, concluding that “no reasonable jury could conclude that there is sufficient written description support for the asserted claims of the 1997 patents.”
 The Federal Circuit reiterated its holding in Eli Lilly that “[a] written description of an invention involving a chemical genus, like a description of a chemical species, ‘requires a precise definition, such as by structure, formula, [or] chemical name,’ of the claimed subject matter sufficient to distinguish it from other materials.”

The Federal Circuit also reiterated its holding from Ariad Pharm., Inc. v. Eli Lilly & Co.,
 that “a sufficient description of a genus requires the disclosure of either a representative number of species falling within the scope of the genus or structural features common to the members of the genus so that one of skill in the art can ‘visualize or recognize’ the members of the genus.”

The Federal Circuit noted that the specification contained virtually no information regarding macrocyclic lactone analogs of rapamycin.  Additionally, the Federal Circuit noted that although examples are not always required, the lack of such examples can be considered.  Here, the 1997 patents contained no examples of macrocyclic lactone analogs of rapamycin or which ones might be “structurally similar” to rapamycin.  The court noted that was especially a problem here because rapamycin was structurally complex - fifty-one carbon atoms, seventy-nine hydrogen atoms, thirteen oxygen atoms and a nitrogen atom – and “the universe of potential compounds that are structurally similar to rapamycin and classifiable as macrocyclic lactones is potentially limitless.”

Although some species of the genus were known, the Federal Circuit pointed out that very little was known regarding the use of drug-eluting stents for inhibiting restenosis.  Also, the Federal Circuit noted, Cordis in its briefing on a summary judgment motion contending that the claims were invalid under § 103, had argued that the art was unpredictable.

The Federal Circuit concluded that “[g]iven the absence of information regarding structural characteristics of macrocyclic lactone analogs or examples of macrocyclic lactone analogs in the specification, the unpredictability of the art and the nascent state of using drug-eluting stents to inhibit restenosis, we affirm the district court’s grant of summary judgment. The patent laws do not reward an inventor’s invitation to other researchers to discover which of the thousands of macrocyclic lactone analogs of rapamycin could conceivably work in a drug-eluting stent.”
  The court did not reach the issue of enablement.

With respect to the ‘662 patent, the Federal Circuit reached a similar conclusion:  “Given the state of the art, and the lack of any successful combination of elements, a person of skill in the art would expect more than the meager disclosure of ‘analogs’ in the ’662 patent. The specification fails to disclose the sub-genus of ‘macrocyclic triene analogs’ by name, by functionality, or even by implication. The specification similarly fails to disclose a single species of ‘macrocyclic triene analogs’ or a single species of any analog of rapamycin. Furthermore, the plethora of test results in the ’662 patent are devoted exclusively to rapamycin itself, with no results from the testing of analogs. Given the paucity of disclosure regarding the claimed sub-genus, no reasonable juror could conclude that the specification of the ’662 patent discloses to a person of ordinary skill in the art that the inventors were in possession of the claimed invention.”

Judge Gajarsa fully agreed with the court’s conclusion vis-à-vis the ‘662 patent, but concurred vis-à-vis the 1997 patents, concluding that the claims should have been held invalid for lack of enablement.  Judge Gajarsa reasoned that “[b]ecause undue experimentation was required to practice the 1997 patents, the district court’s grant of summary judgment of invalidity should have been affirmed on enablement grounds.”

e) Claims Construed As Broader Than the Written Description Are Invalid [image: image414.png]



In Atlantic Research Marketing Systems, Inc. v. Troy,
 a combined patent infringement and trade secret case forced the plaintiff/patentee and defendant to argue inconsistently on whether an alleged trade secret was actually disclosed in the patent-in-suit.  Specifically, Atlantic urged that Troy’s product constituted both an infringement of Atlantic’s patent, and a misappropriation of Atlantic’s trade secret.  However, to succeed on its trade secret cause of action, Atlantic was forced to argue that the trade secret was not disclosed in the patent-in-suit.  On the other hand, Atlantic in the patent cause of action was forced to argue that the claims covered the same subject matter as the trade secret – but also that the trade secret was not disclosed in the specification.  The result was that the asserted patent claims were held invalid under § 112(1) for failure to provide written description support.

The teaching point is that in such an instance, perhaps the trade secret case should have been brought as a separate action in state court.

There is also a second teaching point.  Since claims are construed in light of the specification, one may wonder why claims could ever be held invalid under § 112(1) for lack of written description support – i.e., claim construction should be limited by the written description.  This case illustrates one answer.  Atlantic urged a broad claim construction before the district court to cover Troy’s product, and the district court agreed.  The Federal Circuit did as well.  The consequence, though, was that those claims, as construed, were invalid under § 112(1).

Atlantic produced accessories for small arms weaponry, including handguards that attached to rifles used in the military.  Atlantic’s patent-in-suit was drawn to a handguard device.

Specifically, the so-called “free-floating handguard” of the patent-in-suit addressed a problem with equipping military rifles.  Ancillary devices, such as laser systems, could not be attached directly to the barrel of a rifle because the device would cause the barrel to bend, and heat from the barrel would damage the added device.  A handguard that surrounded the barrel without touching the barrel avoided the problem.

As illustrated below:

[image: image415.emf]
the invention disclosed in the patent-in-suit had a “sleeve” accessory having a receiver sleeve, 2, 3, 4, attached through rear portion 4 to the top of the rifle.  The front portion of the sleeve extended down the barrel.  That front portion had an upper handguard piece, 50, 51, and a lower handguard piece 70 attached to the upper handguard piece.  The handguard pieces were not physically connected to the barrel, but were “self-supported” through the connection to the top of the gun.  

Although “self-supported,” the specification disclosed that “additional support may be provided by * * * a special yoke about the barrel nut of the firearm,” which was referred to as a “clamp” during trial.  That engagement was roughly in the areas identified by 52 and 63 below:

[image: image416.emf]
The two support points at the receiver sleeve and the “barrel nut” allowed the upper and lower handguard pieces to surround the barrel without touching it.  That enabled users to operate added devices such as laser devices without the heat and shock from firing the weapon, and without bending the barrel.

Atlantic charged Troy, a former employee, and his company with both patent infringement and misappropriation of trade secrets.  Swan, the founder and co-owner of Atlantic (along with his wife) described the trade secret as a free-floating handguard that attached to a weapon solely at the barrel nut.  As noted above, the handguard disclosed in Atlantic’s patent-in-suit had two support points – not just the support point at the barrel nut.

Swan met Troy in 2002, and Troy became a distributor for Atlantic.  Eventually, Troy became an employee, and signed a non-disclosure agreement.  Troy became Swan’s “right-hand man,” and was familiar with Atlantic’s products, and how they were designed.

In 2003, Swan and Troy attended a weapons industry show to promote Atlantic’s products.  Prior to the show, with Swan’s knowledge, Troy had formed his own company, Troy Industries, and had begun to develop a weapons product.  Swan allowed Troy to promote that product from Atlantic’s booth.  However, Swan learned that Troy had registered for a booth at the trade show for the following year.  The business relationship soured, and Swan terminated Troy’s employment.

Shortly thereafter, the Crane Naval Warfare Center issued a solicitation, and Troy Industries prepared a proposal for a free-floating handguard.  Troy, however, did not submit the proposal having decided it did not have the capability of producing prototypes.  In 2004, though, Troy began offering handguards that attached to rifles solely by clamping to the barrel nut.  Troy testified that he came up with the idea for a single clamp handguard in July 2003 while vacationing with his family in Turkey.  Troy’s handguards competed with those produced by Atlantic.  Troy obtained a patent on his handguard in 2007.

Atlantic also sued Troy and Troy Industries in 2007.  Atlantic charged Troy with infringing the above patent, and also charged Troy with trade secret misappropriation.  

On the patent cause of action, the district court construed the asserted claims as being drawn to a handguard that attached solely to the barrel nut of the gun.  However, the district court also concluded that the written description did not describe a handguard that attached solely to the barrel nut of the gun.  Accordingly, the district court held that the asserted claims were invalid under § 112(1) as lacking written description support.

During a subsequent trial on the trade secret cause of action, Swan testified that he had created a handguard prototype that attached to a weapon solely at the barrel nut, and that was the trade secret.  That testimony was supported by an Army non-commissioned officer who was present when Swan produced the prototype.  That prototype was introduced at trial.  Swan testified that he disclosed that prototype to Troy while Troy was employed.

A jury found that Troy had misappropriated the trade secret, and awarded Atlantic roughly $ 1.8 million in damages.  Troy filed several post-trial motions, including a motion for a mistrial based on jury taint arising from a juror having brought in a clamp to the jury room that was not part of the evidence.  The Federal Circuit affirmed the district court’s judgment that the asserted claims of the patent-in-suit were invalid under § 112(1), but vacated and remanded the trade secret judgment concluding that the district court had not properly investigated the jury taint issue. The written description issue will be addressed here.

Atlantic charged that Troy’s Modular Rail Forend (“MRF”) handguard infringed certain claims of the patent-in-suit.  The MRF attached to the firearm only at the barrel nut, and did not have a receiver sleeve attachment point.  As noted above, the district court held that the asserted claims covered a handguard attached solely at the barrel nut, but that those claims were invalid because of a lack of written description support.

Atlantic urged on appeal that the district court had erred in construing the claims, and that the claims should be construed such that the barrel nut provided only partial support, not full support.  If so construed, Atlantic argued, the claims would not be invalid under § 112(1).

Troy argued that the district court had properly construed the claims, and Atlantic had received the claim construction Atlantic had requested from the district court.  Troy urged that Atlantic needed that construction for its infringement argument.

Atlantic conceded at oral argument, the specification did not disclose an invention where the yoke/barrel nut attachment point provided complete support for the handguard accessory.  Thus, the claims were doomed unless Atlantic could obtain a different claim construction.

The Federal Circuit, however, agreed with the district court’s construction:  “While the specification does not disclose a handguard accessory completely supported by the barrel nut, the district court properly construed claims 31-36 as covering such a design. To construe the claims otherwise would ignore the plain meaning of the ‘words of the claims themselves.’ * * * A comparison between claims 31-36 and the other claims in the ’465 patent (i.e., claims 1-30) clearly indicates that the inventor, Mr. Swan, intended for claims 31-36 to cover a hand-guard accessory completely supported by a single attachment point at the barrel nut.”

Specifically, claims 1-30 called for two attachment points.  In a reissue, however, Swan had obtained claims 31-36 which did not call for two attachment points.

The Federal Circuit reasoned that:  “We acknowledge that the specification is ‘always highly relevant to the claim construction analysis’ and ‘is the single best guide to the meaning of a disputed term.’ * * * In this particular case, however, construing claims 31-36 to only cover subject matter disclosed in the specification would involve permitting the receiver sleeve to provide support for the handguard accessory (in addition to the barrel nut). As explained, such a construction would eviscerate the plain meaning of claim language and ignore substantive differences between claims regarding an issue that is a focal point of the invention. Therefore, importing a receiver sleeve limitation into claims 31-36 is not appropriate.”

The Federal Circuit also noted that Atlantic’s current claim construction argument was inconsistent with its argument before the district court:  “Atlantic Research sought a claim construction in district court that would cover a barrel nut-only design, perhaps to support its infringement arguments against the accused products (the accused products undisputedly attach to and receive support from only the barrel nut). Now, however, having lost on written description grounds, Atlantic Research argues for a construction that precludes the barrel nut-only attachment design. We view such tactics with ‘extreme disfavor.’ ”

The Federal Circuit also noted the inconsistency with Atlantic’s argument on the trade secret case:  “Our holding is also reinforced by the fact that Mr. Swan viewed his barrel nut-only attachment design as a trade secret when he filed the patent application containing the disclosures that he later relied upon for his reissue claims, as illustrated by the positions taken by Atlantic Research throughout the trade secret portion of the case * * *. Specifically, Mr. Swan relied on the * * * patent specification for the reissue claims in the [reissue] patent. The specifications of both patents, with the exception of the claims, are nearly identical. When Mr. Swan filed the application that led to the [original] patent, he was keeping the barrel nut-only attachment design from the public as a trade secret. * * * Indeed, Atlantic Research contended at trial, as it had to in order to succeed on its trade secret claim, that the barrel nut-only attachment design was not disclosed in the [original] patent. Mr. Swan cannot now ‘have it both ways’ by reaching back and relying on the disclosures in the [original] patent to claim an invention he was purposely shielding from the public.”

2. Federal Circuit Reiterates “Rules” For Determining Written Description Support [image: image417.png]



Two related appeals, Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck I),
 and Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck II),
 involved the same parties and subject matter, and both were appeals from the District of Nebraska.  The appeals were heard on the same day.  Streck I, authored by Circuit Judge Newman, was a § 146 action following an interference decided by the PTO Board of Patent Appeals and Interferences.  The opinion in Streck I was dated October 20, 2011.  Streck II, authored by Circuit Judge O’Malley, was an appeal from an infringement trial.  The opinion in Streck II was dated January 10, 2012.

Streck I addressed various procedural issues in § 146 actions, as well as priority of invention.  A question of written description support in Streck II will be discussed here.

Streck filed suit in 2006 asserting that R&D was infringing three patents generally drawn to “controls” used to test whether a hematology instrument, used to analyze samples of blood, and measure the different types of blood cells in a sample, was working accurately.

The inventions were an “integrated reticulocyte control,” which contained at least a reticulocyte component combined with a white blood cell component capable of identifying the five types of white blood cells: lymphocytes, monocytes, neutrophils, eosinophils, and basophils.

The written description question was whether the patents-in-suit contained a written description of the use of both true reticulocytes and analogs in an integrated control.  The district court held that the specifications of the patents-in-suit contained written description support for the asserted claims.  The Federal Circuit agreed.

The Federal Circuit reiterated:

The written description “must clearly allow persons of ordinary skill in the art to recognize that [the inventor] invented what is claimed.” * * * The test is whether the disclosure “conveys to those skilled in the art that the inventor had possession of the claimed subject matter as of the filing date.” * * * This test requires an “objective inquiry into the four corners of the specification from the perspective of a person of ordinary skill in the art.” * * * Given this perspective, in some instances, a patentee can rely on information that is “well-known in the art” to satisfy written description. * * * Where, however, the “four corners of the specification directly contradict information that the patentee alleges is ‘well-known’ to a person of skill at the effective filing date, no reasonable jury could conclude that the patentee possessed the invention.” * * *
It is well-established that the “hallmark of written description is disclosure.” * * * The level of detail required to satisfy the written description requirement depends, in large part, on the nature of the claims and the complexity of the technology. * * * As we explained in Ariad, the written description requirement “does not demand either examples or an actual reduction to practice; a constructive reduction to practice that in a definite way identifies the claimed invention can satisfy the written description requirement.” * * * That said, a “mere wish or plan” to obtain the claimed invention is not sufficient. * * * “Compliance with the written description requirement is a question of fact but is amenable to summary judgment in cases where no reasonable fact finder could return a verdict for the nonmoving party.” * * *

On highly factual grounds, the Federal Circuit concluded that R&D had failed to show that the specifications of the patents-in-suit failed to provide written description support for the asserted claims.

3. Domestic Priority

a) Adding An Example to a Non-Provisional Application With a Parameter Varying From the Earlier Provisional Application Does Not Necessarily Result in a Loss of the Priority Date [image: image418.png]


 
In Star Scientific, Inc. v. R.J. Reynolds Tobacco Co. (Star Scientific II),
 the Federal Circuit concluded, inter alia, that an earlier filed provisional application provided the requisite written description support for later claims.

Star was the exclusive licensee of the two patents-in-suit – known as the “Williams patents” – which were drawn to tobacco curing methods.  One prior art was “air drying” in which leaves were placed in a barn to dry without additional heat.  In the U.S., though, curing was generally done in heated curing barns through “flue curing” which used heaters.

Until the 1970s, most curing involved indirect-heating in which the leaves were separated from exhaust gases from the heaters.  In the ‘70s, a switch was made to direct-heating to save money.  That method involved mixing combustion exhaust from the heaters with the leaves.

The combustion gases, though, created an anaerobic (oxygen-free) environment that could lead to formation of chemical compounds known as tobacco-specific nitrosamines (“TSNAs”) on tobacco leaves.  TSNAs were known carcinogens, and efforts were undertaken to reduce or eliminate TSNA formation.  The Williams patents disclosed a method said to “substantially prevent[s]” the formation of at least one type of TSNA during curing.

Star filed a provisional application on September 15, 1998, and a non-provisional application on September 15, 1999, which issued as the patent-in-suit.  A continuation application issued as the second patent-in-suit.

Between the time of filing the provisional and non-provisional applications, the inventor, Williams, developed a “StarCure” process which was the commercial embodiment of the invention.  The parties agreed that the “StarCure” process was the best mode for practicing the invention.

In the Williams’ method, a “controlled environment” was created that controlled “at least one of humidity, rate of temperature exchange, temperature, airflow, CO [carbon monoxide] level, CO2 [carbon dioxide] level, O2 [oxygen] level, and arrangement of the tobacco plant.”  The Williams patents defined “controlling the conditions” as “determining and selecting an appropriate humidity, rate of temperature exchange, temperature, airflow, CO level, CO2 level, O2 level, and arrangement of the tobacco leaves to prevent or reduce the formation of at least one TSNA.”

The Williams patents further disclosed that “the practice of tobacco curing is more of an art than a science, because curing conditions during any given cure must be adjusted to take into account” many variables.  Such variables included “differences in leaves harvested from various stalk positions, difference among curing barns in terms of where they are used” and other variables.  The patents, though, said that “one of ordinary skill in the art of tobacco curing would understand that the outer parameters of the present invention, in its broadest forms, are variable to a certain extent depending on the precise confluence of [these numerous factors] for any given harvest.”  The premise of the Williams patents was that sustaining an aerobic environment during tobacco curing would prevent TSNA formation.

The parties agreed that the combined elements of claims 4 and 12 of one of the patents-in-suit were representative:

4. A process of substantially preventing the formation of at least one nitrosamine in a harvested tobacco plant, the process comprising:

drying at least a portion of the plant, while said portion is uncured, yellow, and in a state susceptible to having the formation of nitrosamines arrested, in a controlled environment and for a time sufficient to substantially prevent the formation of said at least one nitrosamine;

wherein said controlled environment comprises air free of combustion exhaust gases and an air-flow sufficient to substantially prevent an anaerobic condition around the vicinity of said plant portion; and

wherein said controlled environment is provided by controlling at least one of humidity, temperature, and airflow.

12. The process according to claim 4, wherein the treatment time is from about 48 hours up to about 2 weeks.

Star had agreements with Brown & Williamson to cure low-TSNA tobacco using Williams’ patented method from 1998 to 2001.  RJR terminated those agreements when it acquired Brown & Williamson.  RJR then embarked on its own research leading to a patent known as the “Peele patent.”  In the Peele method, direct-fire curing barns were retrofitted with heat exchangers to change the barns into indirect-fire curing barns.

Star sued RJR in 2001.  RJR asserted non-infringement, invalidity, inequitable conduct, and failure to disclose the best mode as defenses.  After a bench trial, the district court held that the Williams patents were unenforceable because of inequitable conduct, and granted summary judgment of invalidity due to indefiniteness.  The district court further granted summary judgment that the Williams patents were not entitled to the benefit of the earlier filing date of the provisional application because of “new matter.”  Specifically, the non-provisional application included a new example calling for “air flow of approximately 25,000 CFM,” while the provisional application disclosed a minimum airflow of “at least 28,000 CFM.”  The district court concluded that no reasonable fact finder could conclude that the 25,000 CFM airflow rate in the non-provisional application had been disclosed in the provisional application.

On a first appeal, Star Scientific, Inc., v. R.J. Reynolds Tobacco Co. (Star Scientific I),
 the Federal Circuit reversed the findings of inequitable conduct and invalidity due to indefiniteness.  The Federal Circuit did not review the district court’s determination that Star was not entitled to the benefit of the earlier filing date.

On remand, during a 20-day jury trial, RJR’s invalidity expert, Dr. Otten, testified that the claims of the Williams patents would have been obvious in light of a “Wiernik article” and a Japanese patent.  Dr. Otten further testified that three references anticipated the claims of the Williams patents, namely (1) the Peele method, (2) an alleged “public use” at Spindletop Research Facility used by RJR (“Spindle-top”), and (3) an alleged public use at Hassel Brown’s farm, a tobacco farm under contract with RJR.

RJR further argued that the claims of the Williams patents were indefinite because one of ordinary skill in the art would not understand the meaning of “controlled environment” from the Williams patents.  RJR urged that one of ordinary skill in the art would be unable to determine the difference between “conventional processes” and the “controlled environment” set out in the claims, noting that values for temperature and humidity for the invention overlapped with values for “conventional processes.”

The jury concluded: (1) RJR’s process did not infringe, and (2) the claims of the Williams patents were invalid because of anticipation, obviousness, failure to disclose best mode, and indefiniteness.  The district court denied Star’s motion for JMOL.

After oral argument, the PTO in a reexamination requested by Star confirmed that the claims of the Williams patents were entitled to the priority date of the provisional application, and that some claims of the patents would have been obvious over the Wiernik article, the Japanese patent, and other references.

The issue of the priority date will be discussed here.

The Federal Circuit reiterated that “[c]laims deserve the provisional application’s earlier filing date so long as that application contains adequate written description under 35 U.S.C. § 112. * * * Consistent with 35 U.S.C. § 112 ¶ 1, the written description of the provisional application must enable one of ordinary skill in the art to practice the invention claimed in the non-provisional application.”

The Federal Circuit concluded that the patents-in-suit were entitled to the benefit of the priority date.  The court reasoned that “[t]he provisional application’s written description discloses that the minimum air flow ‘may be about 28,000 CFM at 1’ static pressure in a typical curing barn,’ but that the ‘minimum flow of air may vary according to conditions and may be determined on a routine basis.’ * * * Claim 3 of the provisional application further clarifies that the claimed invention covers a ‘flow * * * sufficient to prevent an anaerobic condition’ around the curing tobacco.”

The Federal Circuit concluded that “[b]ecause the provisional application teaches one of ordinary skill that a minimum air flow ‘may vary,’ one of ordinary skill would know that the conditions in a curing barn could demand an air flow of 25,000 CFM. The district court’s reliance on specifically disclosed air flow rates improperly narrowed the scope of the provisional application based on an added example in the later-filed non-provisional application that discloses a process for curing using an ‘air flow of approximately 25,000 CFM.’ Indeed, the Patent Office’s recent reexamination confirms that September 15, 1998 is the proper priority date.”

That also resolved two of the other issues.  The Peele reference, having an effective filing date of April 26, 1999, was no longer prior art.  And the StarCure process, which furnished the basis for the alleged failure to disclose a known best mode, was developed after the priority date.

4. Incorporation by Reference

a) Best Practices: Incorporation by Reference Language Must be Clear Whether All or a Portion of Another Application is Incorporated by Reference [image: image419.png]
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b) Claim Construction: When the Claim Language and Specification Indicate That “a” Means One and Only One, It Is Appropriate to Construe “a” As Such Even in the Context of an Open-Ended “comprising” Claim [image: image421.png]
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In Harari v. Lee,
 the Federal Circuit reversed the board’s conclusion that incorporation by reference language was insufficient to incorporate the entire contents of another concurrently filed application.  The board had concluded that without the incorporated disclosure, the applications in two related interferences lacked written description support for copied claims.  The Federal Circuit affirmed in one case and vacated and remanded in the other case.

Harari’s application-at-issue (Application Z) descended through a chain of continuations and divisionals from an earlier filed application (Application A).  Harari had filed Application Z as a photocopy of Application A along with a preliminary amendment cancelling the Application A claims, and adding new claims said to be “substantial copies” of claims in a Lee patent.  Harari later added additional claims said to be “either exact copies or near exact copies” of claims in two Mihnea patents.

The PTO declared two interferences, one concerning the Lee patent, and one concerning the Mihnea patents.  In both interferences, Micron Technology, Inc. was the assignee of the Lee and Mihnea patents, and was the real party-in-interest.

Micron filed motions to dismiss asserting that Harari’s claims were unpatentable for lack of written description support.  Harari contended that Application B had been incorporated by reference into Application Z, and that Application B provided the requisite support.  Micron urged that Application Z had not incorporated Application B by reference.

Application A had identified Application B as “co-pending U.S. patent application[] * * * entitled ‘Multistate EEprom Read and Write Circuits and Techniques,’ filed on the same day as the present application, by Sanjay Mehrotra and Dr. Eliyahou Harari.”  Because Applications A and B had been filed on the same day, and had not yet been assigned serial numbers, referencing Application B by title and inventorship was appropriate.

However, when Application Z was later filed as a photocopy of Application A, Application Z referred to “the same day as the present application.”  Micron contended that “the same day as the present application” should be interpreted as the date Application Z was filed, rather than the date Application A was filed.  Both board panels agreed, and concluded that the allegedly incorporated material constituted “new matter.”  Accordingly, both board panels held that Harari’s “copied” claims lacked written description support.

Both board panels further held that even if Application Z had properly identified Application B, the incorporation by reference language failed to identify with requisite specificity the portions of Application B that Harari relied on.

The Mihnea board further held that even if the entire Application B had been incorporated, Micron had shown that certain “offset erase verify bias” claims lacked written description support.

The Lee board, on the other hand, held that if the entire Application B had been incorporated, Micron had failed to show that the claims lacked written description support.

Both boards granted Micron’s motions to dismiss and entered judgment on priority against Harari.

After the boards had entered judgment, the Federal Circuit decided Harari v. Hollmer,
 which involved another application also descendant from Application A.  Like Application Z, the application-at-issue in Hollmer had been filed as a photocopy of Application A.  In Hollmer, the Federal Circuit held that the photocopied language was sufficient to identify Application B.

Although that resolved the first question, the parties continued to dispute how much of Application B had been incorporated.

Application Z referred to Application B in two places in the specification.  In the first, Application Z referred to Application B (and another application) stating:  “The disclosures of the two applications are hereby incorporate[d] by reference.”

In the second instance, Application Z referred to those two applications stating: “Relevant portions of the disclosures are hereby incorporated by reference.”

Harari contended that the first incorporation by reference statement clearly incorporated the entire disclosure of Application B.  Micron urged that the second incorporation by reference statement indicated that Harari intended to incorporate only portions of the Application B, and that the board was correct in concluding that was insufficient to meet the requisite specificity for incorporation by reference statements.

The Federal Circuit agreed with Harari:  “We agree with Harari that the first incorporation passage incorporates the entire disclosures of the two applications rather than just the portions describing optimized erase implementations. The Board is certainly correct that the incorporation here occurred during a discussion of the erase implementations. We nonetheless conclude that the entire [Application B] disclosure was incorporated by the broad and unequivocal language: ‘The disclosures of the two applications are hereby incorporate[d] by reference.’ We contrast the incorporation language used here, ‘the disclosures,’ with the incorporation language used later in the same specification, ‘relevant portions of the disclosures.’ When the drafter intended to incorporate only a portion it did so expressly. While it may seem redundant, nothing prevents a patent drafter from later incorporating again certain ‘relevant portions’ of an application so as to direct the reader to the exact portion of the incorporated document the drafter believes relevant.”

As noted above, the Mihnea board further held that even if the entire Application B had been incorporated, Micron had shown that certain “offset erase verify bias” claims lacked written description support.  The Federal Circuit concluded that some questions had not been addressed by the board, and vacated and remanded.

The Lee board, on the other hand, had held that if the entire Application B had been incorporated, Micron had failed to show that the claims lacked written description support.  The Federal Circuit concluded that issue depended on claim construction.

Harari’s independent claim 63, which Harari asserted was a “substantial cop[y]” of Lee’s claim 1, recited (showing Harari’s edits):
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Harari argued that “a bit line” could be one or more.  The board concluded that the broadest reasonable construction of Harari’s claim 63 encompassed accessing more than one bit line to activate multiple memory cells.  The board then concluded that Micron had failed to show that Harari’s disclosure of accessing multiple bit lines did not provide the required written description support.

The Federal Circuit, however, noted that Harari had relied on Baldwin Graphic Sys., Inc. v. Siebert, Inc.,
 in which the court had held that “a” means “one or more” in open-ended claims having “comprising” as the transition phrase.

The Federal Circuit, though, wrote that: “Baldwin, however, does not set a hard and fast rule that ‘a’ always means one or more than one. Instead, we read the limitation in light of the claim and specification to discern its meaning. * * * When the claim language and specification indicate that ‘a’ means one and only one, it is appropriate to construe it as such even in the context of an open-ended ‘comprising’ claim.”

According to the Federal Circuit, “[i]n this case, the relevant independent claim does not recite a memory device having ‘a’ bit line. Instead, it recites a method comprising accessing a number of control gates and a bit line to activate a number of cells. The plain language of the claim clearly indicates that only a single bit line is used when accessing a number of cells.”

Application B disclosed selecting a single memory cell by row and column. In short, there was no disclosure of a single bit line activating multiple memory cells.  Accordingly, the Federal Circuit affirmed the board’s holding in Lee that Harati did not provide written description support for the “copied” claims.
C. Best Mode

1. One Inventor’s Subjective Belief That Undisclosed Recipe Used for a Commercial Embodiment Represented the Best Mode May be Sufficient to Satisfy First Prong of Best Mode Analysis: Evidence That Company Sought to Maintain One Ingredient as a Trade Secret May Lead to Satisfying the Second Prong of the Best Mode Analysis: District Court Need Not Construe the Claims if the Parties Agree the Claims Cover the Non-Disclosed Best Mode [image: image425.png]
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In Wellman, Inc. v. Eastman Chemical Co.,
 the Federal Circuit affirmed the district court’s grant of summary judgment of invalidity due to a violation of the best mode requirement, but reversed the district court’s grant of summary judgment that the asserted claims were invalid for indefiniteness.  The best mode issue will be addressed here.

The Federal Circuit reiterated that “[t]he best mode inquiry proceeds on a claim by claim basis,”
 and that the best analysis has two prongs:  “First, the court must determine whether, at the time of patent filing, the inventor possessed a best mode of practicing the claimed invention. * * * This first prong is subjective, focusing on the inventor’s personal preferences as of the application’s filing date. * * * Second, if the inventor has a subjective preference for one mode over all others, the court must then determine whether the inventor ‘concealed’ the preferred mode from the public. * * * The second prong inquires into the inventor’s disclosure of the best mode and the adequacy of that disclosure to enable one of ordinary skill in the art to practice that part of the invention. * * * This second inquiry is objective, depending on the scope of the claimed invention and the level of skill in the relevant art.”

The two Wellman patents-in-suit were drawn to polyethylene terephthalate (“PET”) resins for use in plastic beverage containers.  Prior PET resins resulted in bottles that shrank or grew hazy from crystallization when “hot filled” with a product at certain temperatures.  The patents-in-suit were drawn to “slow-crystallizing” PET resins that addressed those problems.

The patents-in-suit defined “slow-crystallizing” PET resins as those having a significantly higher heating crystallization exotherm peak temperature (TCH) as compared with conventional PET resins.  TCH was the temperature at which a sample crystallized the fastest during hearing in a differential scanning calorimetry (“DSC”) machine.  Figures in the patent illustrated the differences from the prior art.

When the application leading to the first patent-in-suit was filed, Wellman had commercialized a slow-crystallizing PET resign known as Ti818, having the following composition:

	Parameter
	Amount

	Isophthalic Acid 
	1.4 mol % 

	Diethylene Glycol 
	1.9 mol % 

	Trimellitic Anhydride (“TMA”) 
	500 ppm 

	Carbon-Black reheat agent 
	7.5 ppm 

	Elemental Cobalt 
	30 ppm 

	Titanium-based catalyst 
	7 ppm (Ti)

	Phosphorus 
	5 ppm 

	Potassium 
	25 ppm


Wellman did not disclose the recipe for Ti818, and did not disclose any other specific recipe.  Rather, Wellman disclosed concentration ranges for various ingredients.  In some instances, those ranges did not encompass the foregoing recipe.  For example, Wellman disclosed a preferred range of isophthalic acid of between about 1.6 and 2.4 mole percent, while the recipe for Ti818 used 1.4 mole percent.  Also, Wellman disclosed that the preferred concentration for diethylene glycol was 1.6 mole percent, while Ti818 used 1.9 mole percent.

The Wellman patents also disclosed optional heat-up rate (“HUR”) additives for improving the reheating profile.  The patent disclosed “natural spinels and synthetic spinels” as the “most preferred” HUR additives.  The patents disclosed copper chromite black spinel and chrome iron nickel black spinel as “[p]articularly outstanding spinel pigments.”

However, the patent-in-suit disclosed carbon-based HUR additives as “one embodiment” of the invention, and referred to a patent to Pengilly as disclosing “satisfactory” carbon black HUR additives.  That patent disclosed a preferred average particle size of between about 15 to 30 nm.

The Ti818 recipe, though, included an HUR additive known as N990 which was a specific type of carbon black having a 290 nm particle size.

The Federal Circuit found that it was “notable” that Wellman had filed two provisional applications characterizing carbon-based HUR additives as “preferable” and copper chromite spinels as “suitable,” but reversed that preference in a third provisional application.

Claim 1 of one of the patents-in-suit was deemed representative:

1. A polyethylene terephthalate resin, comprising:

less than about 25 ppm of elemental antimony, if any; and

more than about 5 ppm of elemental phosphorus; and

wherein the polyethylene terephthalate resin has a heating crystallization exotherm peak temperature (TCH) of more than about 140° C. at a heating rate of 10° C. per minute as measured by differential scanning calorimetry;

wherein the polyethylene terephthalate resin has an absorbance (A) of at least about 0.18 cm−1 at a wavelength of 1100 nm or at a wavelength of 1280 nm; and

wherein the polyethylene terephthalate resin has an L* luminosity value of more than about 70 as classified in the CIE L*a*b* color space. (emphasis by the court)

Eastman moved for summary judgment of invalidity based on indefiniteness and failure to disclose a known best mode.  The district court granted Eastman’s motion vis-à-vis best mode in part, holding all asserted claims invalid, except for certain claims that did not encompass Ti818.

The district court concluded that at least one inventor, Dr. Nichols, considered Ti818 as the best mode for practicing the invention.  And that another inventor, Mr. Thompson, preferred carbon black N990 as the HUR additive.  The district court found that the patents-in-suit did not disclose Ti818 in such a manner as to enable one of ordinary skill in the art to practice the best mode.  The district court acknowledged that the best mode requirement may be met by disclosing ranges, but concluded that the patents-in-suit “disguised” Ti818 by disclosing “preferred” ranges for some ingredients that did not encompass the actual amounts used in Ti818.  The district court further found that the patents-in-suit did not disclose the use of carbon black N990 noting testimony by Thompson and his supervisor, Mr. Bruening, that Wellman sought to keep the use of N990 as a trade secret.

The district court also granted Eastman’s summary judgment of invalidity for indefiniteness, finding that all asserted claims were invalid.  The district court reasoned that the patents-in-suit did not disclose sample conditions and testing parameters for obtaining consistent DSC measurements.  

As noted above, the Federal Circuit affirmed the grant of summary judgment vis-à-vis failure to disclose a known best mode, but reversed the grant of summary judgment vis-à-vis indefiniteness.

The district court had not construed the claims.  The Federal Circuit, however, concluded that was not fatal given the facts of the case:  “At the outset, this court notes that the district court did not construe the claims before engaging in the best mode inquiry. This court has explained that ‘[t]he best mode inquiry is directed to what the applicant regards as the invention, which in turn is measured by the claims.’ * * * Because ‘[s]ubject matter outside the scope of the claims falls outside of the best mode requirement,’ a ‘threshold step in a best mode inquiry is to define the invention by construing the claims.’ * * * While the best mode inquiry typically requires a claim construction, claim terms need only be construed ‘to the extent necessary to resolve the controversy.’ * * * In this case, the parties dispute only whether claims 5, 17, and 94 of the ’317 patent and claims 6 and 9 of the ’863 patent encompass Ti818—the parties agree that the remaining asserted claims encompass Ti818. Because the district court limited its best mode holding to the uncontroverted claims, * * * the district court had no need to construe the disputed terms. * * * In these unusual circumstances, this court detects no need for a claim construction prior to engaging in the best mode inquiry.”

As for the first prong of the analysis, there was no dispute that Dr. Nichols, one of the inventors, viewed Ti818, containing carbon black N990, as the best mode.  However, there were several different recipes for Ti818.  Dr. Nichols preferred the recipe 2003, although there were later recipes.  The Federal Circuit acknowledged that “an evolving recipe potentially means that the inventors had no best mode of practicing the invention,” but concluded that “this evidence cannot overcome the testimony of the inventors, including Dr. Nichols’ testimony regarding his subjective belief that the 2003 recipe of Ti818 was the best method of practicing the invention at the time of filing. Put simply, at the time of filing, an inventor believed that the 2003 recipe of Ti818 was the best mode. Subtle changes in the recipe in 2004 to accommodate specific customer demands does not excuse the applicant’s obligation to disclose what Dr. Nichols—and every other inventor—contemplated was the best mode of practicing the invention at the time of filing.”

There was also no genuine dispute, according to the Federal Circuit, that at least one inventor subjectively believed that the specific N990 HUR carbon black additive having a 290 nm particle was “essential.”  One document described that as the “invention.”  There was also testimony that Wellman was attempting to keep N990 a trade secret – and Wellman requested that the district court seal the courtroom during summary judgment arguments.

As for the second prong, the Federal Circuit noted that “[w]hile an inventor may represent his contemplated best mode just as well by a preferred range of conditions as by a working example, * * * some of the ingredients for Ti818, namely isophthalic acid and diethylene glycol, fall outside of the disclosed preferred ranges and therefore lead away from the Ti818 recipe.”  The Federal Circuit further found that the patents-in-suit lead away from using carbon black N990 – specifically the disclosure that carbon black was merely “suitable” without a discussion of particle size, and the reference to the Pengilly patent disclosing particle sizes significantly different from the preferred 290 nm size.

The Federal Circuit concluded that “[w]hile there is no requirement under 35 U.S.C. § 112 ¶ 1 to identify which disclosed mode is the best mode, * * * and best mode may be represented by a preferred range of conditions or group of ingredients, * * * Wellman concealed the best mode by not disclosing the recipe for Ti818, by identifying preferred concentration ranges for certain ingredients that excluded those used in Ti818, and by identifying preferred particles sizes for the HUR additive other than that used in Ti818.”

The Federal Circuit further concluded that the disclosure of the patents-in-suit would not have enabled one of ordinary skill in the art to practice the best mode without undue experimentation.  One of the named inventors conceded that he could not have derived the recipe for Ti818 from the disclosure of the patents-in-suit.

VI. PARTICULARLY POINT OUT AND DISTINCTLY CLAIM ( WHAT THE APPLICANT REGARDS AS HIS INVENTION:  35 U.S.C. § 112(2)

A. Particularly Point Out and Distinctly Claim (Outside Context of Means-Plus-Function Limitations Under § 112(6))

1. System Claims Having a Method Step Are Indefinite per IPLX [image: image427.png]
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In In re Katz Interactive Call Processing Patent Litigation,
 the Federal Circuit affirmed the district court’s conclusion that certain system claims having a method step were indefinite.

Katz was the owner of a number of patents drawn to interactive call processing and call conferencing systems.  In connection with the current appeal, Katz asserted 14 patents relating to interactive call processing systems.  Those patents fell into four groups with each group sharing a common specification.

Katz, in 1997, asserted several of the same patents against AT&T which resulted in a settlement.  Verizon Communications, Inc., in 2001, filed a declaratory judgment action against Katz in the Central District of California, which also resulted in a settlement.  In 2005 and ’06, Katz filed 25 suits in the Eastern District of Texas and District of Delaware, which were consolidated in the Central District of California before Judge R. Gary Klausner, who had presided over Verizon’s declaratory judgment suit. 

In those 25 actions Katz asserted 1,975 claims in 31 patents against 165 defendants in 50 groups of related corporate entities.  According to the opinion, Katz subsequently filed 28 additional actions that were also assigned to Judge Klausner.  The appeal involved the initial 25 actions.

The district court held that certain claims were invalid under IPXL Holdings, L.L.C. v. Amazon.com, Inc.,
  because they claimed both an apparatus and a method of use.  The Federal Circuit agreed.  In IPXL, the Federal Circuit concluded that a claim drawn to a system with “an input means” and requiring a user to use the “input means” was indefinite because it was unclear “whether infringement * * * occurs when one creates a system that allows the user [to use the input means], or whether infringement occurs when the user actually uses the input means.”

Three claims of one of the patents-in-suit were drawn to a system with an “interface means for providing automated voice messages * * * to certain of said individual callers, wherein said certain of said individual callers digitally enter data.” The district court found “no meaningful distinction” between those claims and the claim at issue in IPXL.

Katz argued that “wherein” defined a functional capability rather than a method step.  The Federal Circuit disagreed and affirmed the holding of invalidity:  “Like the language used in the claim at issue in IPXL (‘wherein * * * the user uses’), the language used in Katz’s claims (‘wherein * * * callers digitally enter data’ and ‘wherein * * * callers provide * * * data’) is directed to user actions, not system capabilities.”

2. Industry Standards for Certain Testing May Avoid a Finding of Indefiniteness [image: image430.png]
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In Wellman, Inc. v. Eastman Chemical Co.,
 the Federal Circuit affirmed the district court’s grant of summary judgment of invalidity due to a violation of the best mode requirement, but reversed the district court’s grant of summary judgment that the asserted claims were invalid for indefiniteness.  The indefiniteness issue will be addressed here.

The two Wellman patents-in-suit were drawn to polyethylene terephthalate (“PET”) resins for use in plastic beverage containers.  Prior PET resins resulted in bottles that shrank or grew hazy from crystallization when “hot filled” with a product at certain temperatures.  The patents-in-suit were drawn to “slow-crystallizing” PET resins that addressed those problems.

The patents-in-suit defined “slow-crystallizing” PET resins as those having a significantly higher heating crystallization exotherm peak temperature (TCH) as compared with conventional PET resins.  TCH was the temperature at which a sample crystallized the fastest during heating in a differential scanning calorimetry (“DSC”) machine.  Figures in the patent illustrated the differences from the prior art.

When the application leading to the first patent-in-suit was filed, Wellman had commercialized a slow-crystallizing PET resign known as Ti818, having the following composition:

	Parameter
	Amount

	Isophthalic Acid 
	1.4 mol % 

	Diethylene Glycol 
	1.9 mol % 

	Trimellitic Anhydride (“TMA”) 
	500 ppm 

	Carbon-Black reheat agent 
	7.5 ppm 

	Elemental Cobalt 
	30 ppm 

	Titanium-based catalyst 
	7 ppm (Ti)

	Phosphorus 
	5 ppm 

	Potassium 
	25 ppm


Wellman did not disclose the recipe for Ti818, and did not disclose any other specific recipe.  Rather, Wellman disclosed concentration ranges for various ingredients.  In some instances, those ranges did not encompass the foregoing recipe.  For example, Wellman disclosed a preferred range of isophthalic acid of between about 1.6 and 2.4 mole percent, while the recipe for Ti818 used 1.4 mole percent.  Also, Wellman disclosed that the preferred concentration for diethylene glycol was 1.6 mole percent, while Ti818 used 1.9 mole percent.

The Wellman patents also disclosed optional heat-up rate (“HUR”) additives for improving the reheating profile.  The patent disclosed “natural spinels and synthetic spinels” as the “most preferred” HUR additives.  The patents disclosed copper chromite black spinel and chrome iron nickel black spinel as “[p]articularly outstanding spinel pigments.”

However, the patent-in-suit disclosed carbon-based HUR additives as “one embodiment” of the invention, and referred to a patent to Pengilly as disclosing “satisfactory” carbon black HUR additives.  That patent disclosed a preferred average particle size of between about 15 to 30 nm.

The Ti818 recipe, though, included an HUR additive known as N990 which was a specific type of carbon black having a 290 nm particle size.

The Federal Circuit found that it was “notable” that Wellman had filed two provisional applications characterizing carbon-based HUR additives as “preferable” and copper chromite spinels as “suitable,” but reversed that preference in a third provisional application.

Claim 1 of one of the patents-in-suit was deemed representative:

1. A polyethylene terephthalate resin, comprising:

less than about 25 ppm of elemental antimony, if any; and

more than about 5 ppm of elemental phosphorus; and

wherein the polyethylene terephthalate resin has a heating crystallization exotherm peak temperature (TCH) of more than about 140° C. at a heating rate of 10° C. per minute as measured by differential scanning calorimetry;

wherein the polyethylene terephthalate resin has an absorbance (A) of at least about 0.18 cm−1 at a wavelength of 1100 nm or at a wavelength of 1280 nm; and

wherein the polyethylene terephthalate resin has an L* luminosity value of more than about 70 as classified in the CIE L*a*b* color space. (emphasis by the court)

Eastman moved for summary judgment of invalidity based on indefiniteness and failure to disclose a known best mode.  The district court granted Eastman’s motion vis-à-vis best mode in part, holding all asserted claims invalid, except for certain claims that did not encompass Ti818.

The district court concluded that at least one inventor, Dr. Nichols, considered Ti818 as the best mode for practicing the invention.  And that another inventor, Mr. Thompson, preferred carbon black N990 as the HUR additive.  The district court found that the patents-in-suit did not disclose Ti818 in such a manner as to enable one of ordinary skill in the art to practice the best mode.  The district court acknowledged that the best mode requirement may be met by disclosing ranges, but concluded that the patents-in-suit “disguised” Ti818 by disclosing “preferred” ranges for some ingredients that did not encompass the actual amounts used in Ti818.  The district court further found that the patents-in-suit did not disclose the use of carbon black N990 noting testimony by Thompson and his supervisor, Mr. Bruening, that Wellman sought to keep the use of N990 as a trade secret.

The district court also granted Eastman’s summary judgment of invalidity for indefiniteness, finding that all asserted claims were invalid.  The district court reasoned that the patents-in-suit did not disclose sample conditions and testing parameters for obtaining consistent DSC measurements.  

As noted above, the Federal Circuit affirmed the grant of summary judgment vis-à-vis failure to disclose a known best mode, but reversed the grant of summary judgment vis-à-vis indefiniteness.

The Federal Circuit reiterated that “[c]laims need not be plain on their face in order to avoid condemnation for indefiniteness; rather, claims must only be amenable to construction.”
  The Federal Circuit concluded that “[t]he district court erred in concluding that the Wellman patents do not provide sufficient guidance for construing the TCH claim term. The patents support a construction that limits the claimed TCH  measurement to those occurring on a sample of ‘amorphous’ PET material.

The patents-in-suit disclosed that “[t]hose having ordinary skill in the art will recognize that heating crystallization exotherm peak temperature (TCH) is determined on a non-crystalline [PET] resin.” Eastman’s expert testified that there was no crystallinity in an amorphous material.  The patents-in-suit further disclosed a four-step DSC protocol for measuring TCH in amorphous materials.

According to the Federal Circuit, “[c]laim terms must provide a discernible boundary between what is claimed and what is not claimed—in this case, between an amorphous PET material and a crystalline material. Consistent with this, the Wellman patents twice state that an amorphous material has “less than about 4 percent crystallinity.” * * * Wellman’s expert, Dr. David Schiraldi, testified that ‘less than four percent crystallinity would typically be referred to as an amorphous PET [material] by people in the PET industry,’ thus supplying a link between the specification and the understanding in this field. * * * Thus, the Wellman patents define an amorphous material consistent with the teachings in this field, and a person of ordinary skill in this art could readily discern the boundary between amorphous and crystalline materials as these terms are defined in the specifications.”

The district court held that the lack of a disclosure of specific moisture conditions for the DSC testing in the specification would preclude one of ordinary skill in the art from understanding the bounds of the claims.  The Federal Circuit disagreed:  “[A]n inventor need not explain every detail because a patent is read by those of skill in the art. * * * Well known industry standards need not be repeated in a patent. * * * In this case, the record shows that a person of ordinary skill in the art in this field would follow standard industry guidance for conditioning plastics for DSC. Specifically, the record shows that (1) the 1997 International Standard for Differential Scanning Calorimetry of Plastics (ISO 11357-1) (the ‘1997 ISO’) provides a person of skill in the art with an objective standard for moisture conditioning; (2) a person of skill in the art would have been aware of the 1997 ISO prior to the filing of its patent applications; and (3) a person of skill in the art would have interpreted the Wellman patents in view of the 1997 ISO.”

The Federal Circuit distinguished Honeywell International, Inc. v. U.S. International Trade Commission,
 a case also involving DSC testing of PET products, noting that “[i]n Honeywell, a person of skill in the art had to choose among four different sample preparation methods, with each method influencing whether the accused products fell within the scope of the asserted claims. * * * This court concluded that the claims were insolubly ambiguous, and hence indefinite, because no intrinsic or extrinsic guidance indicated a single preferred method of sample preparation. * * * Notably, the patentee’s preferred construction in that case favored an unpublished method documented only in the patentee’s proprietary files.”

The Federal Circuit reasoned that “[t]his case is very different. While the claims do not recite specific moisture conditions, the well-known practice in this field as illustrated in the 1997 ISO made this a routine concern to a person of ordinary skill in the art. This court has repeatedly stated that a patent applicant need not include in the specification that which is already known to and available to a person of ordinary skill in the art. * * * Because a person of ordinary skill in the art would have followed published industry standards, the asserted claims of the Wellman patents are not indefinite for failing to specify moisture conditions.”

3. Failure to Disclose Exact Parameters For Achieving a “controlled environment” Does Not Necessarily Mean Claims Are Indefinite Where it Was Known in the Art How to Vary Those Parameters [image: image432.png]


 
In Star Scientific, Inc. v. R.J. Reynolds Tobacco Co. (Star Scientific II),
 the Federal Circuit concluded, inter alia, that an earlier filed provisional application provided the requisite written description support for later claims.

Star was the exclusive licensee of the two patents-in-suit – known as the “Williams patents” – which were drawn to tobacco curing methods.  One prior art was “air drying” in which leaves were placed in a barn to dry without additional heat.  In the U.S., though, curing was generally done in heated curing barns through “flue curing” which used heaters.

Until the 1970s, most curing involved indirect-heating in which the leaves were separated from exhaust gases from the heaters.  In the ‘70s, a switch was made to direct-heating to save money.  That method involved mixing combustion exhaust from the heaters with the leaves.

The combustion gases, though, created an anaerobic (oxygen-free) environment that could lead to formation of chemical compounds known as tobacco-specific nitrosamines (“TSNAs”) on tobacco leaves.  TSNAs were known carcinogens, and efforts were undertaken to reduce or eliminate TSNA formation.  The Williams patents disclosed a method said to “substantially prevent[s]” the formation of at least one type of TSNA during curing.

Star filed a provisional application on September 15, 1998, and a non-provisional application on September 15, 1999, which issued as the patent-in-suit.  A continuation application issued as the second patent-in-suit.

Between the time of filing the provisional and non-provisional applications, the inventor, Williams, developed a “StarCure” process which was the commercial embodiment of the invention.  The parties agreed that the “StarCure” process was the best mode for practicing the invention.

In the Williams’ method, a “controlled environment” was created that controlled “at least one of humidity, rate of temperature exchange, temperature, airflow, CO [carbon monoxide] level, CO2 [carbon dioxide] level, O2 [oxygen] level, and arrangement of the tobacco plant.”  The Williams patents defined “controlling the conditions” as “determining and selecting an appropriate humidity, rate of temperature exchange, temperature, airflow, CO level, CO2 level, O2 level, and arrangement of the tobacco leaves to prevent or reduce the formation of at least one TSNA.”

The Williams patents further disclosed that “the practice of tobacco curing is more of an art than a science, because curing conditions during any given cure must be adjusted to take into account” many variables.  Such variables included “differences in leaves harvested from various stalk positions, difference among curing barns in terms of where they are used” and other variables.  The patents, though, said that “one of ordinary skill in the art of tobacco curing would understand that the outer parameters of the present invention, in its broadest forms, are variable to a certain extent depending on the precise confluence of [these numerous factors] for any given harvest.”  The premise of the Williams patents was that sustaining an aerobic environment during tobacco curing would prevent TSNA formation.

The parties agreed that the combined elements of claims 4 and 12 of one of the patents-in-suit were representative:

4. A process of substantially preventing the formation of at least one nitrosamine in a harvested tobacco plant, the process comprising:

drying at least a portion of the plant, while said portion is uncured, yellow, and in a state susceptible to having the formation of nitrosamines arrested, in a controlled environment and for a time sufficient to substantially prevent the formation of said at least one nitrosamine;

wherein said controlled environment comprises air free of combustion exhaust gases and an air-flow sufficient to substantially prevent an anaerobic condition around the vicinity of said plant portion; and

wherein said controlled environment is provided by controlling at least one of humidity, temperature, and airflow.

12. The process according to claim 4, wherein the treatment time is from about 48 hours up to about 2 weeks.

Star had agreements with Brown & Williamson to cure low-TSNA tobacco using Williams’ patented method from 1998 to 2001.  RJR terminated those agreements when it acquired Brown & Williamson.  RJR then embarked on its own research leading to a patent known as the “Peele patent.”  In the Peele method, direct-fire curing barns were retrofitted with heat exchangers to change the barns into indirect-fire curing barns.

Star sued RJR in 2001.  RJR asserted non-infringement, invalidity, inequitable conduct, and failure to disclose the best mode as defenses.  After a bench trial, the district court held that the Williams patents were unenforceable because of inequitable conduct, and granted summary judgment of invalidity due to indefiniteness.  The district court further granted summary judgment that the Williams patents were not entitled to the benefit of the earlier filing date of the provisional application because of “new matter.”  Specifically, the non-provisional application included a new example calling for “air flow of approximately 25,000 CFM,” while the provisional application disclosed a minimum airflow of “at least 28,000 CFM.”  The district court concluded that no reasonable fact finder could conclude that the 25,000 CFM airflow rate in the non-provisional application had been disclosed in the provisional application.

On a first appeal, Star Scientific, Inc., v. R.J. Reynolds Tobacco Co. (Star Scientific I),
 the Federal Circuit reversed the findings of inequitable conduct and invalidity due to indefiniteness.  The Federal Circuit did not review the district court’s determination that Star was not entitled to the benefit of the earlier filing date.

On remand, during a 20-day jury trial, RJR’s invalidity expert, Dr. Otten, testified that the claims of the Williams patents would have been obvious in light of a “Wiernik article” and a Japanese patent.  Dr. Otten further testified that three references anticipated the claims of the Williams patents, namely (1) the Peele method, (2) an alleged “public use” at Spindletop Research Facility used by RJR (“Spindle-top”), and (3) an alleged public use at Hassel Brown’s farm, a tobacco farm under contract with RJR.

RJR further argued that the claims of the Williams patents were indefinite because one of ordinary skill in the art would not understand the meaning of “controlled environment” from the Williams patents.  RJR urged that one of ordinary skill in the art would be unable to determine the difference between “conventional processes” and the “controlled environment” set out in the claims, noting that values for temperature and humidity for the invention overlapped with values for “conventional processes.”

The jury concluded: (1) RJR’s process did not infringe, and (2) the claims of the Williams patents were invalid because of anticipation, obviousness, failure to disclose best mode, and indefiniteness.  The district court denied Star’s motion for JMOL.

After oral argument, the PTO in a reexamination requested by Star confirmed that the claims of the Williams patents were entitled to the priority date of the provisional application, and that some claims of the patents would have been obvious over the Wiernik article, the Japanese patent, and other references.

The issue of indefiniteness will be discussed here.

The parties disputed whether one of ordinary skill in the art would know how to establish a “controlled environment” for performing the claimed method.  The Federal Circuit noted that “indefiniteness requires a showing that a person of ordinary skill would find ‘controlled environment’ to be insolubly ambiguous.”

The Federal Circuit reasoned that a failure to provide exact parameters for humidity, temperature and airflow did not mean that the claims were indefinite.  The court relied on the skill of the art:  “[T]he record repeatedly shows that a person of skill in the art of tobacco curing would possess adequate understanding to manipulate these variables to create a controlled environment. Indeed, because conventional curing varies depending on the conditions for each cure, specific numerical values are not needed for one skilled in the art to implement conventional curing.”

Moreover, the court reasoned, “the record demonstrates that tobacco curing variables are well known in the tobacco industry. In that context, the term “controlled environment” falls well within the bounds of ordinary skill in the art. Thus, this term is not insolubly ambiguous and is not indefinite.”

Circuit Judge Dyk concurred with the panel majority’s decision affirming the jury’s verdict of non-infringement, but dissented from the finding that the claims were not indefinite.  Judge Dyk urged that the patents-in-suit distinguished between varying parameters in “convention” curing with the “controlled environment” that was the subject of the patents-in-suit:  “[F]ar from equating the claimed ‘controlled environment’ to conventional curing, the patents make clear that conventional curing is conducted ‘without the controlled conditions described herein.’ ”

Judge Dyk wrote:  “the patents describe the claimed ‘controlled environment’ as something different from conventional curing methods, but fail to explain those differences in a way that would permit a skilled artisan to determine the bounds of the claims. To add to the confusion, the patents define conventional curing methods as air-curing or flue-curing ‘without the controlled conditions’ required by the claims. Under this court’s established test for definiteness, such circularity is insufficient to inform skilled artisans of the bounds of the claims.”

4. Claim Setting Out Context in Method Steps Does Not Turn Apparatus Claim Into a Hybrid Method/Apparatus Claim That is Indefinite [image: image433.png]A - A -




In HTC Corp. v. IPCom GmbH & Co., KG,
 the district court held two asserted claims were indefinite because they claimed both an apparatus and a method steps.  The Federal Circuit reversed finding that the district court had erroneously construed the claims.  The district court also rejected HTC’s argument that the claims were indefinite because there was no “corresponding structure” disclosed for a means-plus-function limitation.  The Federal Circuit agreed with the district court that the specification disclosed a processor and transceiver for performing the claimed function, but also concluded that a processor and transceiver alone, without disclosure of an algorithm for performing the claimed function, were insufficient.  However, the Federal Circuit concluded that HTC had waived that argument.

HTC brought a declaratory judgment action against IPCom seeking a judgment that it did not infringe a valid and enforceable claim of one of IPCom’s patents.  IPCom counterclaimed for infringement, and alleged infringement of two other patents, including the patent-on-appeal.

The patent-on-appeal was drawn to a “handover” in a cellular telephone network.  As mobile stations moved between areas served by different base stations, a call would be “handed over” to the next base station.  The invention addressed making that handover more reliable.

Claim 1 called for (with bracketed numbers added by the Federal Circuit to aid discussion):

[1] A mobile station for use with a network including a first base station and a second base station that achieves a handover from the first base station to the second base station by:

[2] storing link data for a link in a first base station,

[3] holding in reserve for the link resources of the first base station, and

[4] when the link is to be handed over to the second base station:

[5] initially maintaining a storage of the link data in the first base station,

[6] initially causing the resources of the first base station to remain held in reserve, and

[7] at a later timepoint . . . deleting the link data from the first base station and freeing up the resources of the first base station, the mobile station comprising:

[8] an arrangement for reactivating the link with the first base station if the handover is unsuccessful.

The parties disagreed whether the mobile station or the network in paragraph 1 performed the functions listed in paragraphs 2-7.  The district court concluded that the mobile station implemented those functions, and the Federal Circuit agreed that if that was the correct construction, the claim would be indefinite as calling for both an apparatus – a mobile station – and method steps.  However, the Federal Circuit noted that “[i]f the network performs the functions, the claims are not indefinite because the claims merely describe the network environment in which the mobile station must be used.”  The Federal Circuit concluded from the claim language that “including” modified “network,” and thus the functions listed in paragraphs 2-7 were performed by the network environment.

The Federal Circuit found further support in the specification, which described those functions as being performed by the network rather than the mobile station.

As for the prosecution history, in responding to an office action, the applicants had referred to the “claimed process.”  The district court had given that statement significant weight.  The Federal Circuit concluded that was error:  “The district court placed too much weight on the applicants’ use of the word ‘process’ when the claim language and the specification indicated that the applicants did not claim a process. Claim language and the specification generally carry greater weight than the prosecution history.”

Accordingly, the Federal Circuit concluded that the district court had erred in finding the claims indefinite under the rationale of IPXL Holdings, L.L.C. v. Amazon.com, Inc.
  The Federal Circuit found that the claims were more similar to the claims found definite in Microprocessor Enhancement Corp. v. Texas In-struments, Inc.

VII. LEGAL ETHICS AND INEQUITABLE CONDUCT
A. Materiality

1. “as a general matter, the materiality required to establish inequitable conduct is but-for materiality”: Exception For Cases Involving Affirmative Egregious Misconduct [image: image434.png]
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On April 26, 2010, the Federal Circuit granted a petition for rehearing en banc in Therasense, Inc. v. Becton, Dickinson & Co.,
 and vacated the panel’s opinion.  The Federal Circuit requested additional briefing on six questions:

1. Should the materiality-intent-balancing framework for inequitable conduct be modified or replaced? 

2. If so, how? In particular, should the standard be tied directly to fraud or unclean hands? See Precision Instrument Mfg. Co. v. Auto. Maint. Mach. Co., 324 U.S. 806 (1945); Hazel-Atlas Glass Co. v. Hartford-Empire Co., 322 U.S. 238 (1944), overruled on other grounds by Standard Oil Co. v. United States, 429 U.S. 17 (1976); Keystone Driller Co. v. Gen. Excavator Co., 290 U.S. 240 (1933). If so, what is the appropriate standard for fraud or unclean hands? 

3. What is the proper standard for materiality? What role should the United States Patent and Trademark Office’s rules play in defining materiality? Should a finding of materiality require that but for the alleged misconduct, one or more claims would not have issued? 

4. Under what circumstances is it proper to infer intent from materiality? See Kingsdown Med. Consultants, Ltd. v. Hollister Inc., 863 F.2d 867 (Fed. Cir. 1988) (en banc). 

5. Should the balancing inquiry (balancing materiality and intent) be abandoned? 

6. Whether the standards for materiality and intent in other federal agency contexts or at common law shed light on the appropriate standards to be applied in the patent context. 
Those questions substantially expanded on the issues addressed by the panel.
On May 25, 2011, the Federal Circuit issued its long-awaited en banc opinion in Therasense, Inc. v. Becton, Dickinson & Co.
  The opinion for the court was authored by Chief Judge Rader, and joined in full by Circuit Judges Newman, Lourie, Linn, Moore and Reyna.  Circuit Judge O’Malley joined in part V (dealing with intent to deceive).  Circuit Judge O’Malley also filed a concurring-in-part dissenting-in-part opinion.  Circuit Judge Bryson filed a dissenting opinion, joined by Circuit Judges Gajarsa, Dyk and Prost.  The opinions collectively cover 88 pages.

Overall, the Federal Circuit en banc majority vacated and remanded the Northern District of California’s opinion which had held Abbott’s
 patent-in-suit unenforceable for inequitable conduct.

In summary, the Federal Circuit en banc held:

1.  Intent – “the accused infringer must prove by clear and convincing evidence that the applicant [1] knew of the reference, [2] knew that it was material, and [3] made a deliberate decision to withhold it.”
 (bracketed numbers added)

That “rule” has six corollaries:

A.  No Longer Any “Sliding Scale” - “[i]ntent and materiality are separate requirements” and “[a] district court should not use a ‘sliding scale,’ where a weak showing of intent may be found sufficient based on a strong showing of materiality, and vice versa.”

B.  Intent May Not Be Inferred Solely From Materiality - “[m]oreover, a district court may not infer intent solely from materiality. Instead, a court must weigh the evidence of intent to deceive independent of its analysis of materiality. Proving that the applicant knew of a reference, should have known of its materiality, and decided not to submit it to the PTO does not prove specific intent to deceive. * * *.”

C.  Intent May Be Inferred From Indirect and Circumstantial Evidence, But Specific Intent to Deceive Must be “the single most reasonable inference able to be drawn from the evidence” – “when there are multiple reasonable inferences that may be drawn, intent to deceive cannot be found.”

D.  Factual Findings Regarding Reasonable Inferences Are Reviewed for “Clear Error” - a district court’s “factual findings regarding what reasonable inferences may be drawn from the evidence for clear error.”

E.  Patentee Need Not Offer a Good Faith Explanation for Nondisclosure Unless the Accused Infringer First Proves a Threshold Level of Intent to Deceive by Clear and Convincing Evidence

F.  Absence of a Good Faith Explanation Does Not By Itself Prove Intent to Deceive - “[b]ecause the party alleging inequitable conduct bears the burden of proof, the ‘patentee need not offer any good faith explanation unless the accused infringer first * * * prove[s] a threshold level of intent to deceive by clear and convincing evidence.’ * * * The absence of a good faith explanation for withholding a material reference does not, by itself, prove intent to deceive.”

2.  Materiality

Two types of materiality are applicable depending on the alleged conduct.

A.  General Rule – “But For” Materiality - “This court holds that, as a general matter, the materiality required to establish inequitable conduct is but-for materiality. When an applicant fails to disclose prior art to the PTO, that prior art is but-for material if the PTO would not have allowed a claim had it been aware of the undisclosed prior art.”

B.  Exception For Cases Involving Affirmative Egregious Misconduct – example given – “filing of an unmistakably false affidavit” – but court makes clear that is but an example – seems to relate to those instances where in the past the Federal Circuit found materiality as a matter of law.  “By creating an exception to punish affirmative egregious acts without penalizing the failure to disclose information that would not have changed the issuance decision, this court strikes a necessary balance between encouraging honesty before the PTO and preventing unfounded accusations of inequitable conduct.”

Background Facts
Abbott’s patent-in-suit was drawn to disposable blood glucose test strips for managing diabetes.  The strips included electrochemical sensors that measured the level of glucose in a blood sample using electrodes.  Blood reacted with an enzyme on the strip which caused a transfer of electrons from the glucose to the enzyme.  A “mediator” transferred those electrons to an electrode, which then flowed from the strip to a glucose meter.  The meter then calculated the glucose concentration.

Claim 1 was drawn to an electro-chemical sensor for testing whole blood without a membrane covering the active electrode:

1. A single use disposable electrode strip for attachment to the signal readout circuitry of a sensor to detect a current representative of the concentration of a compound in a drop of a whole blood sample comprising:

a) an elongated support having a substantially flat, planar surface, adapted for releasable attachment to said readout circuitry;

b) a first conductor extending along said surface and comprising a conductive element for connection to said readout circuitry;

c) an active electrode on said strip in electrical contact with said first conductor and positioned to contact said whole blood sample;

d) a second conductor extending along said surface comprising a conductive element for connection to said read out circuitry; and

e) a reference counterelectrode in electrical contact with said second conductor and positioned to contact said whole blood sample,

wherein said active electrode is configured to be exposed to said whole blood sample without an intervening membrane or other whole blood filtering member * * *. (emphasis by court)

The prior art used diffusion-limiting membranes to control the flow of glucose to the active electrode because slower “mediators” were not able to handle a rapid influx of glucose.  The prior art also used protective membranes to prevent “fouling,” i.e., when red blood cells stuck to the active electrode and interfered with electron transfer.

Abbott’s original application was filed in 1984, and was subject to multiple rejections over another patent owned by Abbott – the ‘382 patent.  The ‘382 patent disclosed that: “Optionally, but preferably when being used on live blood, a protective membrane surrounds both the enzyme and the mediator layers, permeable to water and glucose molecules.” “Live blood,” according to the Federal Circuit majority, referred to blood within a body.

In 1997, Abbott’s patent attorney – Pope – and Abbott’s Director of Research and Development – Dr. Sanghera – according to the Federal Circuit majority, “studied the novel features of their application and decided to present a new reason for a patent. Pope presented new claims to the examiner based on a new sensor that did not require a protective membrane for whole blood. Pope asserted that this distinction would overcome the prior art ’382 patent, whose electrodes allegedly required a protective membrane. The examiner requested an affidavit to show that the prior art required a membrane for whole blood at the time of the invention.”

Dr. Sanghera submitted a declaration to the PTO stating:

[O]ne skilled in the art would have felt that an active electrode comprising an enzyme and a mediator would require a protective membrane if it were to be used with a whole blood sample. * * * [O]ne skilled in the art would not read lines 63 to 65 of column 4 of U.S. Patent No. 4,545,382 to teach that the use of a protective membrane with a whole blood sample is optionally or merely preferred.

Pope argued:
The art continued to believe [following the ’382 patent] that a barrier layer for [a] whole blood sample was necessary * * *.

One skilled in the art would not have read the disclosure of the [’382 patent] as teaching that the use of a protective membrane with whole blood samples was optional. He would not, especially in view of the working examples, have read the “optionally, but preferably” language at line 63 of column [4] as a technical teaching but rather mere patent phraseology.

* * * * *
There is no teaching or suggestion of unprotected active electrodes for use with whole blood specimens in [the ’382 patent] * * * .

In 1994, while prosecuting a European counterpart to the ‘382 patent (EP ‘636), Abbott, in order to distinguish a German reference (D1)  which required a diffusion-limiting membrane, argued through its European patent counsel that the invention did not require a diffusion-limiting membrane:

Contrary to the semipermeable membrane of D1, the protective membrane optionally utilized with the glucose sensor of the patent is [sic] suit is not controlling the permeability of the substrate * * * Rather, in accordance with column 5, lines 30 to 33 of the patent in suit:

“Optionally, but preferably when being used on live blood, a protective membrane surrounds both the enzyme and the mediator layers, permeable to water and glucose molecules.”

See also claim 10 of the patent in suit as granted according to which the sensor electrode has an outermost protective membrane (11) permeable to water and glucose molecules. * * * Accordingly, the purpose of the protective membrane of the patent in suit, preferably to be used with in vivo measurements, is a safety measurement to prevent any course [sic] particles coming off during use but not a permeability control for the substrate. (emphasis by the court)

In 1995, Abbott’s European counsel further argued:

“Optionally, but preferably when being used on live blood, a protective membrane surrounds both the enzyme and the mediator layers, permeable to water and glucose molecules.”

It is submitted that this disclosure is unequivocally clear. The protective membrane is optional, however, it is preferred when used on live blood in order to prevent the larger constituents of the blood, in particular erythrocytes from interfering with the electrode sensor. Furthermore it is said, that said protective membrane should not prevent the glucose molecules from penetration, the membrane is “permeable” to glucose molecules. This teaches the skilled artisan that, whereas the [D1 membrane] must * * * control the permeability of the glucose * * * the purpose of the protective membrane in the patent in suit is not to control the permeation of the glucose molecules. For this very reason the sensor electrode as claimed does not have (and must not have) a semipermeable membrane in the sense of D1. (emphasis by the court deleted)

Becton, Dickinson and Co. sued Abbott in 2004 in the District of Massachusetts for a declaratory judgment of non-infringement of two patents.  Abbott sued Becton in the Northern District of California for infringement of those two patents and a third patent.  The District of Massachusetts transferred the case to the Northern District of California.  Abbott also sued Nova Biomedical Corp., Becton’s supplier, and later sued Bayer Healthcare LLC.  Those suits were consolidated by the Northern District of California.

The district court granted summary judgment of non-infringement vis-à-vis two of the patents-in-suit, and found nearly all of the claims of one of those patents were invalid due to anticipation.  The district court, after a bench trial, further found that certain claims of the third patent-in-suit – the ‘551 patent – were invalid as having been obvious in light of the ‘382 patent and another patent.

The obviousness issue turned on whether the prior art disclosed a glucose sensor without a membrane.  The district court concluded that the ‘382 patent disclosed sensors in which “a protective membrane was optional in all cases except the case of live blood, in which case the protective membrane was preferred—but not required.”  The district court further held that the ‘551 patent was unenforceable for inequitable conduct because Abbott had not disclosed Abbott’s briefs to the EPO filed in 1994 and 1995.

The Federal Circuit’s original panel unanimously affirmed the district court’s judgments of non-infringement and invalidity.  The panel further affirmed, with Judge Linn dissenting, the finding of unenforceability.  The Federal Circuit en banc reinstated the original panel’s opinions on the issues of non-infringement and invalidity, but vacated and remanded the original panel’s opinion on inequitable conduct.

Evolution of Inequitable Conduct

The Federal Circuit en banc began by characterizing inequitable conduct as a “judge-made doctrine” that “evolved from a trio of Supreme Court cases that applied the doctrine of unclean hands to dismiss patent cases involving egregious misconduct: Keystone Driller Co. v. General Excavator Co., 290 U.S. 240 (1933), Hazel-Atlas Glass Co. v. Hartford-Empire Co., 322 U.S. 238 (1944), overruled on other grounds by Standard Oil Co. v. United States, 429 U.S. 17 (1976), and Precision Instruments Manufacturing Co. v. Automotive Maintenance Machinery Co., 324 U.S. 806 (1945).”
  The Federal Circuit en banc concluded that “[t]he unclean hands cases of Keystone, Hazel-Atlas, and Precision formed the basis for a new doctrine of inequitable conduct that developed and evolved over time. Each of these unclean hands cases before the Supreme Court dealt with particularly egregious misconduct, including perjury, the manufacture of false evidence, and the suppression of evidence. * * * Moreover, they all involved ‘deliberately planned and carefully executed scheme[s] to defraud’ not only the PTO but also the courts.”

However, the Federal Circuit en banc, observed:  “As the inequitable conduct doctrine evolved from these unclean hands cases, it came to embrace a broader scope of misconduct, including not only egregious affirmative acts of misconduct intended to deceive both the PTO and the courts but also the mere nondisclosure of information to the PTO. Inequitable conduct also diverged from the doctrine of unclean hands by adopting a different and more potent remedy – unenforceability of the entire patent rather than mere dismissal of the instant suit.”

The en banc Federal Circuit further observed:  “In line with this wider scope and stronger remedy, inequitable conduct came to require a finding of both intent to deceive and materiality. * * * To prevail on the defense of inequitable conduct, the accused infringer must prove that the applicant misrepresented or omitted material information with the specific intent to deceive the PTO. * * * The accused infringer must prove both elements—intent and materiality—by clear and convincing evidence. * * * If the accused infringer meets its burden, then the district court must weigh the equities to determine whether the applicant’s conduct before the PTO warrants rendering the entire patent unenforceable.”

The Federal Circuit en banc reasoned that the early “unclean hands” cases did not represent any standard for materiality:  “This court recognizes that the early unclean hands cases do not present any standard for materiality. Needless to say, this court’s development of a materiality requirement for inequitable conduct does not (and cannot) supplant Supreme Court precedent. Though inequitable conduct developed from these cases, the unclean hands doctrine remains available to supply a remedy for egregious misconduct like that in the Supreme Court cases.”

The Federal Circuit en banc noted that the standards for intent had varied over time from a standard of gross negligence or even negligence.  And the Federal Circuit en banc noted that the court in American Hoist & Derrick Co. v. Sowa & Sons, Inc.,
 had adopted a broad “reasonable examiner” standard of materiality based on the PTO’s 1977 amendment to Rule 56.  According to the en banc Federal Circuit: “Further weakening the showing needed to establish inequitable conduct, this court then placed intent and materiality together on a “sliding scale.” * * * This modification to the inequitable conduct doctrine held patents unenforceable based on a reduced showing of intent if the record contained a strong showing of materiality, and vice versa. In effect, this change conflated, and diluted, the standards for both intent and materiality.”

The Federal Circuit en banc noted that the “reduced standards” for materiality and intent served to foster disclosure to the PTO, but also had “unforeseen and unintended consequences,” including serving as a litigation strategy which expanded the scope of discovery into the patentee’s practices before filing, disqualifying a prosecuting patent attorney from serving on a patentee’s litigation team, casting a cloud over a patent’s validity, and painting the patentee as a “bad actor.”  The court reasoned that a charge of inequitable conduct discouraged settlement, diverted attention from the merits of validity and infringement, and increased the complexity and cost of patent litigation.

The en banc Federal Circuit characterized the remedy for inequitable conduct as the “atomic bomb” of patent law:  “Unlike validity defenses, which are claim specific, * * * inequitable conduct regarding any single claim renders the entire patent unenforceable. * * * Unlike other deficiencies, inequitable conduct cannot be cured by reissue, * * * or reexamination, * * *. Moreover, the taint of a finding of inequitable conduct can spread from a single patent to render unenforceable other related patents and applications in the same technology family. * * * Thus, a finding of inequitable conduct may endanger a substantial portion of a company’s patent portfolio.”

The en banc Federal Circuit further noted that “[a] finding of inequitable conduct may also spawn anti-trust and unfair competition claims. * * * Further, prevailing on a claim of inequitable conduct often makes a case ‘exceptional,’ leading potentially to an award of attorneys’ fees under 35 U.S.C. § 285. * * * A finding of inequitable conduct may also prove the crime or fraud exception to the attorney-client privilege.”

The en banc Federal Circuit additionally noted that the potential charge of inequitable conduct has led to “over disclosure” to the PTO:  “Left unfettered, the inequitable conduct doctrine has plagued not only the courts but also the entire patent system. Because allegations of inequitable conduct are routinely brought on ‘the slenderest grounds,’ * * * patent prosecutors constantly confront the specter of inequitable conduct charges. With inequitable conduct casting the shadow of a hangman’s noose, it is unsurprising that patent prosecutors regularly bury PTO examiners with a deluge of prior art references, most of which have marginal value. * * * This tidal wave of disclosure makes identifying the most relevant prior art more difficult.”

The en banc Federal Circuit concluded that “[w]hile honesty at the PTO is essential, low standards for intent and materiality have inadvertently led to many unintended consequences, among them, increased adjudication cost and complexity, reduced likelihood of settlement, burdened courts, strained PTO resources, increased PTO backlog, and impaired patent quality. This court now tightens the standards for finding both intent and materiality in order to redirect a doctrine that has been overused to the detriment of the public.”

Core Holdings
In Part V of the en banc opinion, the Federal Circuit addressed the intent prong.  The en banc Federal Circuit reiterated that “[t]o prevail on a claim of inequitable conduct, the accused infringer must prove that the patentee acted with the specific intent to deceive the PTO. * * * A finding that the misrepresentation or omission amounts to gross negligence or negligence under a ‘should have known’ standard does not satisfy this intent requirement. * * * ‘In a case involving nondisclosure of information, clear and convincing evidence must show that the applicant made a deliberate decision to withhold a known material reference.’ ”

Standard for Intent
In summary, the Federal Circuit en banc concluded that “[i]n other words, the accused infringer must prove by clear and convincing evidence that the applicant knew of the reference, knew that it was material, and made a deliberate decision to withhold it.”

No Longer Any “Sliding Scale”

The Federal Circuit en banc further concluded that “[i]ntent and materiality are separate requirements” and “[a] district court should not use a ‘sliding scale,’ where a weak showing of intent may be found sufficient based on a strong showing of materiality, and vice versa.”

Intent May Not Be Inferred Solely From Materiality

The Federal Circuit en banc concluded that “[m]oreover, a district court may not infer intent solely from materiality. Instead, a court must weigh the evidence of intent to deceive independent of its analysis of materiality. Proving that the applicant knew of a reference, should have known of its materiality, and decided not to submit it to the PTO does not prove specific intent to deceive. * * *.”

Intent May Be Inferred From Indirect and Circumstantial Evidence, But Specific Intent to Deceive Must be “the single most reasonable inference able to be drawn from the evidence.”

The Federal Circuit en banc further concluded that “[b]ecause direct evidence of deceptive intent is rare, a district court may infer intent from indirect and circumstantial evidence. * * * However, to meet the clear and convincing evidence standard, the specific intent to deceive must be ‘the single most reasonable inference able to be drawn from the evidence.’ * * * Indeed, the evidence ‘must be sufficient to require a finding of deceitful intent in the light of all the circumstances.’ * * * Hence, when there are multiple reasonable inferences that may be drawn, intent to deceive cannot be found.”
  Thus, the Federal Circuit en banc adopted the rationale of Scanner Techs. Corp. v. ICOS Vision Sys. Corp.,
 that “[w]henever evidence proffered to show either materiality or intent is susceptible of multiple reasonable inferences, a district court clearly errs in overlooking one inference in favor of another equally reasonable inference.”

The Federal Circuit en banc additionally reiterated that a district court’s “factual findings regarding what reasonable inferences may be drawn from the evidence for clear error.”

Patentee Need Not Offer a Good Faith Explanation for Nondisclosure Unless the Accused Infringer First Proves a Threshold Level of Intent to Deceive by Clear and Convincing Evidence

Absence of a Good Faith Explanation Does Not By Itself Prove Intent to Deceive
The Federal Circuit en banc reasoned that “[b]ecause the party alleging inequitable conduct bears the burden of proof, the ‘patentee need not offer any good faith explanation unless the accused infringer first * * * prove[s] a threshold level of intent to deceive by clear and convincing evidence.’ * * * The absence of a good faith explanation for withholding a material reference does not, by itself, prove intent to deceive.”

Standard for Materiality – But For
In Part VI, the Federal Circuit en banc adopted a “but for” standard and expressly declined to adopt the PTO’s standard expressed in the 1992 amendment to Rule 56.

The en banc Federal Circuit noted that the court had addressed the proliferation of inequitable conduct accusations by raising the standard for finding intent.  But concluded that had not solved the problem.  The en banc court noted that “[t]o address these concerns, this court adjusts as well the standard for materiality.”

The en banc Federal Circuit relied on the 1928 Supreme Court opinion in Corona Cord Tire Co. v. Dovan Chemical Corp.
  The court reasoned:  “In Corona Cord Tire Co. v. Dovan Chemical Corp., the Supreme Court considered the materiality of a patentee’s misrepresentation to the PTO. * * * The patentee had submitted two affidavits, falsely claiming that the invention had been used in the production of rubber goods when in fact only test slabs of rubber had been produced. * * * Because the misrepresentation was not the but-for cause of the patent’s issuance, the Court held that it was immaterial and refused to extinguish the patent’s presumption of validity:

Production of rubber goods for use or sale was not indispensable to the granting of the patent. Hence the affidavits, though perhaps reckless, were not the basis for it or essentially material to its issue. The reasonable presumption of validity furnished by the grant of the patent, therefore, would not seem to be destroyed.

* * * Although Corona Cord does not address unclean hands, the precursor to inequitable conduct, it demonstrates the Court’s unwillingness to extinguish the statutory presumption of validity where the patentee made a misrepresentation to the PTO that did not affect the issuance of the patent. Corona Cord thus supports a but-for materiality standard for inequitable conduct, particularly given that the severe remedy of unenforceability for inequitable conduct far exceeds the mere removal of a presumption of validity.”

The Federal Circuit en banc concluded: “This court holds that, as a general matter, the materiality required to establish inequitable conduct is but-for materiality. When an applicant fails to disclose prior art to the PTO, that prior art is but-for material if the PTO would not have allowed a claim had it been aware of the undisclosed prior art.”

The Federal Circuit en banc further explained:  “Hence, in assessing the materiality of a withheld reference, the court must determine whether the PTO would have allowed the claim if it had been aware of the undisclosed reference. In making this patentability determination, the court should apply the preponderance of the evidence standard and give claims their broadest reasonable construction. * * * Often the patentability of a claim will be congruent with the validity determination—if a claim is properly invalidated in district court based on the deliberately withheld reference, then that reference is necessarily material because a finding of invalidity in a district court requires clear and convincing evidence, a higher evidentiary burden than that used in prosecution at the PTO. However, even if a district court does not invalidate a claim based on a deliberately withheld reference, the reference may be material if it would have blocked patent issuance under the PTO’s different evidentiary standards.”

The Federal Circuit en banc reasoned that “[a]fter all, the patentee obtains no advantage from misconduct if the patent would have issued anyway. * * * Moreover, enforcement of an otherwise valid patent does not injure the public merely because of misconduct, lurking somewhere in patent prosecution, that was immaterial to the patent’s issuance.”

Exception For Cases Involving Affirmative Egregious Misconduct

The Federal Circuit en banc, though, created an exception for cases involving affirmative egregious misconduct:  “Although but-for materiality generally must be proved to satisfy the materiality prong of inequitable conduct, this court recognizes an exception in cases of affirmative egregious misconduct. This exception to the general rule requiring but-for proof incorporates elements of the early unclean hands cases before the Supreme Court, which dealt with ‘deliberately planned and carefully executed scheme[s]’ to defraud the PTO and the courts.”
 

According to the en banc court, “[w]hen the patentee has engaged in affirmative acts of egregious misconduct, such as the filing of an unmistakably false affidavit, the misconduct is material. * * * After all, a patentee is unlikely to go to great lengths to deceive the PTO with a falsehood unless it believes that the falsehood will affect issuance of the patent.”

The Federal Circuit en banc thus created a dichotomy of materiality standards: (1) a “but for” standard generally applicable when the allegation is a failure to disclose prior art, and (2) a broader standard applicable in cases of “affirmative acts of egregious misconduct,” an example being the filing of a false affidavit – namely those instances in which the Federal Circuit previously found materiality as a matter of law.

The Federal Circuit en banc reasoned that “[b]ecause neither mere nondisclosure of prior art references to the PTO nor failure to mention prior art references in an affidavit constitutes affirmative egregious misconduct, claims of inequitable conduct that are based on such omissions require proof of but-for materiality. By creating an exception to punish affirmative egregious acts without penalizing the failure to disclose information that would not have changed the issuance decision, this court strikes a necessary balance between encouraging honesty before the PTO and preventing unfounded accusations of inequitable conduct.”

Response to Judge O’Malley’s “Concurrence”

Judge O’Malley filed a concurring-in-part, dissenting-in-part opinion clearly expressing her independence from both the en banc majority and the other dissenters.  As discussed more fully below, principally Judge O’Malley emphasized that inequitable conduct was an equitable matter that should not be restricted by rigid rules: “when addressing the types of conduct that should be deemed of sufficient concern to allow for a finding of inequitable conduct, both the majority and dissent strain too hard to impose hard and fast rules.”

First, the Federal Circuit en banc majority responded to Judge O’Malley’s opinion (which the majority characterized as a “concurrence”) by denying that the exception for affirmative egregious acts was rigid, and emphasized that the example of an “unmistakably false affidavit” was simply an example:

The concurrence mischaracterizes this exception for affirmative egregious acts by limiting it to the example provided – the filing of an unmistakably false affidavit. Based on this misunderstanding, the concurrence asserts that this court’s test for materiality is unduly rigid and contrary to Supreme Court precedent. In actuality, however, the materiality standard set forth in this opinion includes an exception for affirmative acts of egregious misconduct, not just the filing of false affidavits. Accordingly, the general rule requiring but-for materiality provides clear guidance to patent practitioners and courts, while the egregious misconduct exception gives the test sufficient flexibility to capture extraordinary circumstances. Thus, not only is this court’s approach sensitive to varied facts and equitable considerations, it is also consistent with the early unclean hands cases – all of which dealt with egregious misconduct.

Second, the Federal Circuit en banc majority responded to Judge O’Malley’s opinion that because inequitable conduct was equitable in nature, “rules” were inappropriate:

The concurrence appears to eschew the use of any test because, by definition, under any test for materiality, a district court could not find inequitable conduct in cases “where the conduct in question would not be defined as such [under the test].” Although equitable doctrines require some measure of flexibility, abandoning the use of tests entirely is contrary to both longstanding practice and Supreme Court precedent. Courts have long applied rules and tests in determining whether a particular factual situation falls within the scope of an equitable doctrine. * * * Moreover, the Supreme Court has made clear that such tests serve an important purpose in limiting the discretion of district courts.

* * * * *
* * * This court therefore rejects the view that its test – albeit flexible enough to capture varying manifestations of egregious and abusive conduct – is inappropriate in the context of the way inequitable conduct has metastasized.

PTO Rule 56

The Federal Circuit en banc majority expressly held that “[t]his court does not adopt the definition of materiality in PTO Rule 56.”

The Federal Circuit en banc majority noted first that it was not bound by the definition of materiality in the PTO rules.  The court noted that “[w]hile this court respects the PTO’s knowledge in its area of expertise, the routine invocation of inequitable conduct in patent litigation has had adverse ramifications beyond its effect on the PTO. As discussed above, patent prosecutors, inventors, courts, and the public at large have an interest in reining in inequitable conduct. Notably, both the American Bar Association and the American Intellectual Property Law Association, which represent a wide spectrum of interests, support requiring but-for materiality (which is absent from Rule 56).”

The Federal Circuit en banc majority acknowledged that in American Hoist the Federal Circuit had adopted Rule 56 as the starting point for determining materiality, but noted that Rule 56 had undergone several revisions, and “[t]ying the materiality standard for inequitable conduct to PTO rules, which understandably change from time to time, has led to uncertainty and inconsistency in the development of the inequitable conduct doctrine,”
 citing Digital Control, Inc. v. Charles Mach. Works,
 parenthetically noting “applying 1977 version of Rule 56” and Bruno Independent Living Aids, Inc. v. Acorn Mobility Servs., Ltd.,
 parenthetically noting “applying 1992 version of Rule 56.”  According to the Federal Circuit en banc majority, “[e]xperience thus counsels against this court abdicating its responsibility to determine the boundaries for inequitable conduct.”

The Federal Circuit en banc majority also declined to adopt the 1992 (and current) version of Rule 56 “because reliance on this standard has resulted in the very problems this court sought to address by taking this case en banc.”
  According to the Federal Circuit en banc majority, “[t]he first prong of Rule 56 is overly broad because information is considered material even if the information would be rendered irrelevant in light of subsequent argument or explanation by the patentee. Under this standard, inequitable conduct could be found based on an applicant’s failure to disclose information that a patent examiner would readily agree was not relevant to the prosecution after considering the patentee’s argument.”

The Federal Circuit en banc majority similarly criticized the second prong of current Rule 56:  “Likewise, the second prong of Rule 56 broadly encompasses anything that could be considered marginally relevant to patentability. If an applicant were to assert that his invention would have been non-obvious, for example, anything bearing any relation to obviousness could be found material under the second prong of Rule 56. Because Rule 56 sets such a low bar for materiality, adopting this standard would inevitably result in patent prosecutors continuing the existing practice of disclosing too much prior art of marginal relevance and patent litigators continuing to charge inequitable conduct in nearly every case as a litigation strategy.”

Response to Dissents

As discussed more fully below, Judge Bryson dissented in an opinion joined by Judges Gajarsa, Dyk and Prost.  The dissenters agreed that “[t]here is broad consensus that the law of inequitable conduct is in an unsatisfactory state and needs adjustment.”
  The dissenters agreed that “doctrinal uncertainty” had resulted in counterclaims of inequitable conduct in too many cases, and “over-disclosure” in the PTO.

The dissenters, like the Federal Circuit en banc majority, traced those problems to three issues: (1) what standard of intent should be applied, (2) what standard of materiality should be applied, and (3) whether a “sliding scale” was appropriate, i.e., a stronger showing of materiality or intent could make up for a lesser showing of the other.

The dissenters voiced agreement with the en banc majority on issues (1) and (3): “There is substantial agreement as to the proper resolution of two of those three issues. First, the parties to this case and most of the amici agree that proof of inequitable conduct should require a showing of specific intent to deceive the PTO; negligence, or even gross negligence, should not be enough. Second, the parties and most of the amici agree that a party invoking the defense of inequitable conduct should be required to prove both specific intent and materiality by clear and convincing evidence; there should be no “sliding scale” whereby a strong showing as to one element can make up for weaker proof as to the other.”

The dissenters, however, urged that the standard of materiality should be that adopted by PTO in Rule 56:  “The majority takes the position that nondisclosures should be deemed sufficiently material to trigger the defense of inequitable conduct only if, had the matter in question been disclosed, the applicant would not have obtained a patent. That position, however, marks a significant and, I believe, unwise departure from this court’s precedents. Since its first days, this court has looked to the PTO’s disclosure rule, Rule 56, 37 C.F.R. § 1.56, as the standard for defining materiality in inequitable conduct cases involving the failure to disclose material information. In its current form, that rule provides that information is material not only if it establishes a prima facie case of unpatentability, but also if it refutes or is inconsistent with a position the applicant takes before the PTO with respect to patentability.”

Judge Bryson, and those joining his dissent, urged that the court should adopt the materiality standard of Rule 56 for two reasons: “I would adhere to the materiality standard set forth in the PTO’s disclosure rule for two basic reasons: First, the PTO is in the best position to know what information examiners need to conduct effective and efficient examinations, i.e., what information is material to the examination process. Second, the higher standard of materiality adopted by the majority will not provide appropriate incentives for patent applicants to comply with the disclosure obligations the PTO places upon them.”

Comment:  Before turning to the Federal Circuit en banc majority’s response to the dissent, it is appropriate to revisit the court’s original distinction between “inequitable conduct” and common law fraud.  As will be seen below, the Federal Circuit en banc majority appears to remove one of the key distinctions between “inequitable conduct” and common law fraud, i.e., reliance.

The Federal Circuit en banc majority does not discuss the CCPA’s 1970 opinion in Norton v. Curtiss,
 which was the court’s seminal case on inequitable conduct and which distinguished common law fraud from inequitable conduct.  The Norton opinion was written by Judge Baldwin, joined by Judges Rich, Almond, and Lane, and Judge Fisher, sitting by designation.  At that time, PTO Rule 56 provided:

Improper applications. Any application signed or sworn to in blank, or without actual inspection by the applicant, and any application altered or partly filled in after being signed or sworn to, and also any application fraudulently filed or in connection with which any fraud is practiced or attempted on the Patent Office, may be stricken from the files.

Norton involved an application interference involving fiber optics.  Curtiss was the senior party and was awarded priority by the board.  Norton alleged that Curtiss had made certain misrepresentations during examiner interviews that amounted to “fraud” under the version of Rule 56 then in effect.

The CCPA noted that “[r]egarding the question of Norton's fraud charges, the only issue we have power to decide is whether the Commissioner abused his authority in holding that the conduct of Curtiss did not warrant striking his application under Patent Office Rule 56.”
  The CCPA advised that “[w]e will resolve this question by first determining the standards of law which the Commissioner was required to apply in arriving at his decision, and then by determining whether the evidence presented justified the decision made.”

The CCPA subsequently noted that “[t]he term ‘fraud’ is not defined in the rules and we have been unable to find elsewhere any authoritative interpretation of that word as used in Rule 56. It follows then, that this court is called upon, as it so often is, to construe a term in an administrative regulation.”
  The CCPA noted the Commissioner’s 1911 opinion in In re Heany:

if the Commissioner should find from evidence duly taken in accordance with the law that an application or applications are so permeated with fraud as to justify the opinion that any patent or patents granted on those applications, whether amended or not, would be annulled or set aside by a court of equity on petition of the United States through the Attorney-General, on the ground that the patent was obtained through fraud, then it would be the duty of the Commissioner, under the law, to refuse, upon that ground, to grant such a patent. 

and added that “[w]e take this to indicate that any conduct which will prevent the enforcement of a patent after the patent issues should, if discovered earlier, prevent the issuance of the patent. The only rational, practical interpretation of the term ‘fraud’ in Rule 56 which could follow is that the term refers to the very same types of conduct which the courts, in patent infringement suits, would hold fraudulent.”

The CCPA then noted the five requirements for common law fraud (which the court referred to as “technical” or “affirmative” fraud:

We note first that traditionally, the concept of "fraud" has most often been used by the courts, in general, to refer to a type of conduct so reprehensible that it could alone form the basis of an actionable wrong (e.g., the common law action for deceit). That narrow range of conduct, now frequently referred to as "technical" or "affirmative" fraud, is looked upon by the law as quite serious. Because severe penalties are usually meted out to the party found guilty of such conduct, technical fraud is generally held not to exist unless the following indispensable elements are found to be present: (1) a representation of a material fact, (2) the falsity of that representation, (3) the intent to deceive or, at least, a state of mind so reckless as to the consequences that it is held to be the equivalent of intent (scienter), (4) a justifiable reliance upon the misrepresentation by the party deceived which induces him to act thereon, and (5) injury to the party deceived as a result of his reliance on the misrepresentation. See, e.g., W. Prosser, Law of Torts, §§ 100-05 (3d ed. 1964); 37 C.J.S., Fraud, § 3 (1943).

The CCPA, though, further noted that “fraud” had a broader meaning in the context of a defense to an action in equity.  In an action in equity, the CCPA noted, “fraud” may serve as a defense even though the alleged actions did not amount to “technical fraud” in the common law sense:

But the term "fraud" is also commonly used to define that conduct which may be raised as a defense in an action at equity for enforcement of a specific obligation. In this context, it is evident that the concept takes on a whole new scope. Conduct constituting what has been called earlier "technical fraud" will, of course, always be recognized as a defense. However, in these situations, failure, for one reason or another, to satisfy all the elements of the technical offense often will not necessarily result in a holding of "no fraud". Rather the courts appear to look at the equities of the particular case and determine whether the conduct before them - which might have been admittedly less than fraudulent in the technical sense - was still so reprehensible as to justify the court's refusing to enforce the rights of the party guilty of such conduct. It might be said that in such instances the concept of fraud becomes intermingled with the equitable doctrine of "unclean hands". A court might still evaluate the evidence in light of the traditional elements of technical fraud, but will now include a broader range of conduct within each of those elements, giving consideration to the equities involved in the particular case.

The CCPA then adapted those principles to suits for patent infringement noting that the concept of “inequitable conduct” was broader than “technical fraud” because of the relationship between applicants and the PTO:

In suits for patent infringement, unenforceability, as well as noninfringement or invalidity under the patent laws, is a statutory defense. See 35 USC 282(1). We have noticed that unenforceability due to fraudulent procurement is a rather common defense. In such circumstances, we find that the courts are generally applying equitable principles in evaluating the charges of misconduct alleged to be fraudulent. Thus, in suits involving patents, today, the concept of "fraud" on the Patent Office (at least where a patentee's conduct pertaining to the relative merits of his invention is concerned), encompasses not only that which we have earlier termed "technical" fraud, but also a wider range of "inequitable" conduct found to justify holding a patent unenforceable. The courts differ as to the conduct they will recognize as being sufficiently reprehensible so as to carry with it the consequences of technical fraud. Nevertheless, one factor stands clear: the courts have become more critical in their interpretation of the relationship existing between applicants for patent and the Patent Office and their scrutiny of the conduct of applicants in light of that relationship.  Not unlike those appearing before other administrative agencies, applicants before the Patent Office are being held to a relationship of confidence and trust to that agency. The indicated expansion of the concept of "fraud" manifests an attempt by the courts to make this relationship meaningful.

The CCPA expressly avoided adopting or commenting on cases involving alleged “fraud,” but did “subscribe to the recognition of a relationship of trust between the Patent Office and those wishing to avail themselves of the governmental grants which that agency has been given authority to issue” and stated that “we do approve of the indicated expansion of the types of misconduct for which applicants will be penalized”:

This court does not wish to indicate approval of specific holdings or of every manner and way in which other courts have handled the question of fraud in the procurement of a patent. Nevertheless, we do subscribe to the recognition of a relationship of trust between the Patent Office and those wishing to avail themselves of the governmental grants which that agency has been given authority to issue. The ex parte prosecution and examination of a patent application must not be considered as an adversary proceeding and should not be limited to the standards required in inter partes proceedings. With the seemingly ever-increasing number of applications before it, the Patent Office has a tremendous burden. While being a fact-finding as well as an adjudicatory agency, it is necessarily limited in the time permitted to ascertain the facts necessary to adjudge the patentable merits of each application. In addition, it has no testing facilities of its own. Clearly, it must rely on applicants for many of the facts upon which its decisions are based. The highest standards of honesty and candor on the part of applicants in presenting such facts to the office are thus necessary elements in a working patent system. We would go so far as to say they are essential. It follows, therefore, that we do approve of the indicated expansion of the types of misconduct for which applicants will be penalized.

As noted above, in the case of “technical fraud,”
 the CCPA identified the elements as “(1) a representation of a material fact, (2) the falsity of that representation, (3) the intent to deceive or, at least, a state of mind so reckless as to the consequences that it is held to be the equivalent of intent (scienter), (4) a justifiable reliance upon the misrepresentation by the party deceived which induces him to act thereon, and (5) injury to the party deceived as a result of his reliance on the misrepresentation.”

With respect to the first element, “materiality,” the CCPA noted that “[o]f critical concern in analyzing the first element is the question of the scope to be accorded the concept of materiality. In technical fraud, to be ‘material’, the fact misrepresented must be ‘the efficient, inducing, and proximate cause, or the determining ground’ of the action taken in reliance thereon. * * * In patent cases, ‘materiality’ has generally been interpreted to mean that if the Patent Office had been aware of the complete or true facts, the challenged claims would not have been allowed.”
  Namely “but for” materiality.

However, the CCPA wrote that the concept of “materiality” was broader than that, namely broader than a “but for” materiality standard, because of the “relationship of confidence and trust between applicants and the Patent Office”:

However, the above test cannot be applied too narrowly if the relationship of confidence and trust between applicants and the Patent Office is to have any real meaning. Findings of materiality should not be limited only to those situations where there can be no dispute that the true facts, or the complete facts, if they had been known, would most likely have prevented the allowance of the particular claims at issue or alternatively, would provide a basis for holding those claims invalid. In such cases, the claims at issue would probably be invalid, in any event, because of the existence of those facts, in and of themselves. Whether the claims would also be unenforceable because a fraud was committed in misrepresenting the facts to the Patent Office would really be of secondary importance. It is our view that a proper interpretation of the "materiality" element of fraud in this context must include therein consideration of factors apart from the objective patentability of the claims at issue, particularly (where possible) the subjective considerations of the examiner and the applicant. Indications in the record that the claims at issue would not have been allowed but for the challenged misrepresentations must not be overlooked due to any certainty on the part of the reviewing tribunal that the claimed invention, viewed objectively, should have been patented. If it can be determined that the claims would not have been allowed but for the misrepresentation, then the facts were material regardless of their effect on the objective question of patentability. In the case before us, we feel that both the Commissioner and the board placed too much emphasis on the apparently conceded fact of superiority of the glass-coated fibers to plastic-coated fibers and, in doing so, discounted the obvious fact that the examiner had allowed the claims which became the counts at issue directly as a result of the representations made by Curtiss in the challenged demonstration.

The CCPA also acknowledged the concept of “materiality as a matter of law,” or in the context of the Federal Circuit en banc majority opinion in Therasense, an exception for cases involving affirmative egregious misconduct.  A footnote accompanying the CCPA’s explanation that “[i]f it can be determined that the claims would not have been allowed but for the misrepresentation, then the facts were material regardless of their effect on the objective question of patentability,” further explained that:

Witness, for example the following language of our late colleague, Judge Jackson, sitting as a trial judge in Abington Textile Works v. Carding Specialists Ltd., 148 USPQ 33 (D.D.C. 1965) at 46: 

If it is established convincingly that a patentee made a deliberate, intentional misrepresentation to the Patent Office during prosecution of his application, then his patent may be declared invalid on that ground alone, even though the patent might otherwise be valid in every respect. (Emphasis deleted.)

The opinion in Therasense may thus be viewed as consistent with Norton in that “materiality” in a common law sense, according to the CCPA, invokes a “but for” standard, however, the exception for cases involving affirmative egregious misconduct encompasses “a deliberate, intentional misrepresentation to the Patent Office during prosecution of his application, then his patent may be declared invalid on that ground alone, even though the patent might otherwise be valid in every respect.”  With the possible exception that “intentional” under Therasense means “intent to deceive the PTO” as the en banc court so defined it – namely, “the accused infringer must prove by clear and convincing evidence that the applicant knew of the reference, knew that it was material, and made a deliberate decision to withhold it.”

The second element of common law fraud is “the falsity of that representation.”  The CCPA in Norton simply noted that “[w]hether the representations made to the Patent Office, either expressly or impliedly, were false, is simply a question of fact, to be decided on the evidence submitted.”

The third element of common law fraud that the CCPA identified in Norton was “the intent to deceive or, at least, a state of mind so reckless as to the consequences that it is held to be the equivalent of intent (scienter)”  The CCPA wrote that:

The state of mind of the one making the representations is probably the most important of the elements to be considered in determining the existence of "fraud". Perhaps it is most of all in the traditional element of "scienter" that the existence of a fiduciary-like duty should have its effect. As we have already indicated, the procurement of a patent involves the public interest, not only in regard to the subject matter of the patent grant, but also in the system under which that grant is obtained. Conduct in this area necessarily must be judged with that interest always taken into account and objective standards applied. Good faith and subjective intent, while they are to be considered, should not necessarily be made controlling. Under ordinary circumstances, the fact of misrepresentation coupled with proof that the party making it had knowledge of its falsity is enough to warrant drawing the inference that there was a fraudulent intent.  Where public policy demands a complete and accurate disclosure it may suffice to show nothing more than that the misrepresentations were made in an atmosphere of gross negligence as to their truth. The Commissioner and the board, by apparently giving controlling effect on this point to Curtiss's subjective belief that his invention was superior narrowed the requirement almost to that of proving actual intent. This was error.

As noted above, the Federal Circuit en banc in Therasense adopted specific “rules” for finding “intent to deceive the PTO” namely, “the accused infringer must prove by clear and convincing evidence that the applicant knew of the reference, knew that it was material, and made a deliberate decision to withhold it.”
  That appears to require a showing of “actual intent” contrary to the CCPA’s opinion in Norton.

The final two elements of common law fraud identified by the CCPA in Norton are: “(4) a justifiable reliance upon the misrepresentation by the party deceived which induces him to act thereon, and (5) injury to the party deceived as a result of his reliance on the misrepresentation.”  The CCPA in Norton found that the “reliance” factor was met because the examiner had allowed the application to issue based on the representations:

Reliance and injury are the two remaining elements to be considered. In this case, of course, we have already pointed out the finding of the board that the Curtiss claims were allowed "in substantial measure" as a result of the representations made in the affidavit and demonstration. Reliance is thus not in issue here, nor can there be any doubt that the examiner's reliance was justified.

However, when the Federal Circuit in American Hoist subsequently adopted the “reasonable examiner” standard of materiality set out in the 1977 amendment to Rule 56, “reliance” clearly was no longer a factor.
The CCPA in Norton concluded that the “injury” factor was satisfied by the very nature of a patent:

With regard to the element of injury, we need only repeat the words of the Supreme Court: 

A patent by its very nature is affected with a public interest. * * * The far reaching social and economic consequences of a patent, therefore, give the public a paramount interest in seeing that patent monopolies spring from backgrounds free from fraud or other inequitable conduct and that such monopolies are kept within their legitimate scope. 

Precision Instrument Mfg. Co. v. Automotive Maintenance Machinery Co., 324 U.S. 806, 65 USPQ 133 (1945). Where fraud is committed, injury to the public through a weakening of the Patent System is manifest.

In Norton, the CCPA concluded that “[f]rom our evaluation of the evidence which was before the Patent Office here, we are not convinced that the Commissioner erred in refusing to find ‘fraud’ in regard to Norton's first charge.”
  In short, the CCPA did not find that Curtiss had engaged in “fraud on the PTO” or “inequitable conduct.”

Subsequent cases, such as J.P. Stevens & Co. v. Lex Tex Ltd.,
 keyed off of Norton holding, inter alia, that the correct label was “inequitable conduct” which was broader than common law “fraud.”  The focus of “inequitable conduct” then turned to the questions of materiality and intent to deceive.

In adopting a “but for” standard of materiality, the Federal Circuit en banc majority now returns to a standard requiring “reliance” and “inequitable conduct” is no longer significantly broader than common law fraud.

Judge Bryson in his dissent urged that other areas of law had rejected a “but for” standard of materiality.  Judge Bryson pointed to securities law, noting that “in the securities law context, a nondisclosure is typically regarded as material without the need to prove reliance.”
  Judge Bryson further noted that “in criminal proceedings that require proof of materiality, such as prosecutions under the federal mail and wire fraud statutes, 18 U.S.C. §§ 1341, 1343, a ‘but for’ test of materiality is not applied.”
  Judge Bryson yet further noted that “[i]n a denaturalization proceeding, for example, a ‘concealment or misrepresentation’ made in the course of the naturalization process is considered ‘material’ under 8 U.S.C. § 1427(a) if it has ‘a natural tendency to influence the decisions of the Immigration and Naturalization Service’; it is not necessary to show that the nondisclosure or misrepresentation in question actually had such an effect.”
  And Judge Bryson noted that “[e]ven with respect to the common law action for fraud, deceit, and misrepresentation, which is more exacting than the doctrine of inequitable conduct, * * * the ‘but for’ test does not apply to the element of materiality.”

The Federal Circuit en banc majority disagreed that common law fraud did not require a “but for” test.  The en banc majority wrote:  “The dissent’s critique of but-for materiality relies heavily on definitions of materiality in other contexts. Contrary to the implication made in the dissent, however, but-for proof is required to establish common law fraud. Common law fraud requires proof of reliance, which is equivalent to the but-for test for materiality set forth in this opinion.”

The en banc majority rejected Judge Bryson’s other examples as having no relevance to inequitable conduct:  “The remaining examples in the dissent, where but-for materiality is not required, have limited relevance to inequitable conduct. While but-for materiality may not be required in every context, it is appropriate for inequitable conduct in light of the numerous adverse consequences of a looser standard.”

The en banc majority, instead, pointed to copyright law as being the “most analogous.”  The en banc majority wrote that “[b]ut-for proof is required to invalidate both copyrights and trademarks based on applicant misconduct.”
  Judge Bryson, however, disagreed:  “To the contrary, in the copyright context, courts have rejected the ‘but for’ test in favor of a rule that a federal registration will be invalidated if the claimant willfully misstates or fails to state a fact that, if known, ‘might have occasioned a rejection of the application.’ ”
  Judge Bryson further noted that “[i]n 2008, Congress adopted a ‘but for’ test to govern the effect of errors on the right to bring a civil action and the right to heightened remedies, * * * but that provision was not made applicable to the presumption of copyright validity * * * which remains subject to the pre-2008 standards.”

Judge Bryson urged that “[a]s for trademarks, it is true that in deciding whether fraud on the PTO will result in the cancellation of a mark on the federal register, courts apply a ‘but for’ test of materiality. * * * As the author of the leading treatise on trademark law has pointed out, however, cancellation of a mark from the federal register does not extinguish the trademark rights of the mark’s owner or defeat the owner’s right to sue infringers.”

The en banc majority responded that “[t]he dissent concedes that ‘but for’ materiality is required to cancel a trademark but contends that it is not required to invalidate federal registration of a copyright. Various courts have held otherwise. * * * Moreover, the Copyright Act has codified this ‘but for’ requirement, making clear that copyright registration is sufficient to permit an infringement suit, even if the certificate of registration contains inaccurate information, unless ‘the inaccuracy of the information, if known, would have caused the Register of Copyrights to refuse registration.’ ”

Comment: The disagreement between the en banc majority and the dissenters on the applicability of a “but for” standard of materiality in other contexts perhaps serves to only highlight the marginal relevancy of the same.
Decision on the Merits

In Part VII, the en banc majority applied the foregoing to the facts of the case.  The en banc majority first vacated and remanded for determination of the materiality of the EPO briefs in light of the “but for” standard:  “On remand, the district court should determine whether the PTO would not have granted the patent but for Abbott’s failure to disclose the EPO briefs. In particular, the district court must determine whether the PTO would have found Sanghera’s declaration and Pope’s accompanying submission unpersuasive in overcoming the obviousness rejection over the ’382 patent if Abbott had disclosed the EPO briefs.”

The en banc majority also vacated and remanded for a new determination of intent.  The en banc majority noted that the district court had (1) found intent to deceive based on the lack of a good faith explanation, and (2) had relied on a “should have known” standard.  The en banc majority instructed the district court: “On remand, the district court should determine whether there is clear and convincing evidence demonstrating that Sanghera or Pope knew of the EPO briefs, knew of their materiality, and made the conscious decision not to disclose them in order to deceive the PTO.”

Judge O’Malley’s Concurring-in-Part, Dissenting-in-Part Opinion

Judge O’Malley criticized both the en banc majority and the dissenters for striving too hard to articulate a “rule” in an area that was inherently equitable: “when addressing the types of conduct that should be deemed of sufficient concern to allow for a finding of inequitable conduct, both the majority and dissent strain too hard to impose hard and fast rules.”
  Judge O’Malley wrote:  “While precision may be in the nature of what patent practitioners do, and the desire for defining rules in the scientific world understandable, the law does not always lend itself to such precision. Indeed, when dealing with the application of equitable principles and remedies, the law is imprecise by design.”

Judge O’Malley urged that “[w]e should adopt a test that provides as much guidance to district courts and patent applicants as possible, but, in doing so, we may not disregard the equitable nature of the inquiry at hand.”

Judge O’Malley further urged that the district courts should have discretion in fashioning an appropriate remedy:  “While we have held previously that a finding of inequitable conduct renders unenforceable all claims of the wrongly procured patent and, in certain circumstances, related patents, this singular remedy is neither compelled by statute, nor consistent with the equitable nature of the doctrine. Accordingly, I would overrule those cases and hold that, in the exercise of its discretion, a district court may choose to render fewer than all claims unenforceable, may simply dismiss the action before it, or may fashion some other reasonable remedy, so long as the remedy imposed by the court is ‘commensurate with the violation.’ ”

Judge O’Malley proposed the following vis-à-vis materiality:

With this general guidance in mind, I believe conduct should be deemed material where: (1) but for the conduct (whether it be in the form of an affirmative act or intentional non-disclosure), the patent would not have issued (as Chief Judge Rader explains that concept in the majority opinion); (2) the conduct constitutes a false or misleading representation of fact (rendered so either because the statement made is false on its face or information is omitted which, if known, would render the representation false or misleading); or (3) the district court finds that the behavior is so offensive that the court is left with a firm conviction that the integrity of the PTO process as to the application at issue was wholly undermined. In adopting such a test, I also believe we should confirm, as explained above, that the equitable nature of the doctrine demands that this test provide guidance only – albeit firm guidance – to district courts with respect to the exercise of their discretion in the face of inequitable conduct claims.

Judge O’Malley did, however, agree that district courts should not apply the materiality standard of Rule 56:  “I do not believe we should direct district courts to use Rule 56 as the measure of materiality in this context. As the majority points out, among other things, it is both too vague and too broad – leaving room for findings of inequitable conduct in circumstances not sufficiently egregious to fall within the bounds of the Supreme Court trilogy from which the doctrine emerged.”

Lastly, Judge O’Malley viewed the non-disclosure of the EPO briefs as meeting the “but for” standard:  “

Judge Bryson’s Dissenting Opinion, Joined by Judges Gajarsa, Dyk and Prost

As noted above, the dissenters agreed that the law of inequitable conduct required “adjustment” in light of litigation abuses and “over-disclosure” to the PTO.

Also, as noted above, the dissenters, like the Federal Circuit en banc majority, traced those problems to three issues: (1) what standard of intent should be applied, (2) what standard of materiality should be applied, and (3) whether a “sliding scale” was appropriate, i.e., a stronger showing of materiality or intent could make up for a lesser showing of the other.

The dissenters voiced agreement with the en banc majority on issues (1) and (3): “There is substantial agreement as to the proper resolution of two of those three issues. First, the parties to this case and most of the amici agree that proof of inequitable conduct should require a showing of specific intent to deceive the PTO; negligence, or even gross negligence, should not be enough. Second, the parties and most of the amici agree that a party invoking the defense of inequitable conduct should be required to prove both specific intent and materiality by clear and convincing evidence; there should be no “sliding scale” whereby a strong showing as to one element can make up for weaker proof as to the other.”

The dissenters, however, urged that the standard of materiality should be that adopted by PTO in Rule 56:  “The majority takes the position that nondisclosures should be deemed sufficiently material to trigger the defense of inequitable conduct only if, had the matter in question been disclosed, the applicant would not have obtained a patent. That position, however, marks a significant and, I believe, unwise departure from this court’s precedents. Since its first days, this court has looked to the PTO’s disclosure rule, Rule 56, 37 C.F.R. § 1.56, as the standard for defining materiality in inequitable conduct cases involving the failure to disclose material information. In its current form, that rule provides that information is material not only if it establishes a prima facie case of unpatentability, but also if it refutes or is inconsistent with a position the applicant takes before the PTO with respect to patentability.”

Judge Bryson, and those joining his dissent, urged that the court should adopt the materiality standard of Rule 56 for two reasons: “I would adhere to the materiality standard set forth in the PTO’s disclosure rule for two basic reasons: First, the PTO is in the best position to know what information examiners need to conduct effective and efficient examinations, i.e., what information is material to the examination process. Second, the higher standard of materiality adopted by the majority will not provide appropriate incentives for patent applicants to comply with the disclosure obligations the PTO places upon them.”

Judge Bryson urged that:

In my view, what is needed is not to jettison the doctrine of inequitable conduct, but simply to reaffirm the principles set down in the early years of this court in light of the provisions of the current PTO disclosure rule, and require adherence to those principles. As applied to the duty of an applicant or attorney to disclose material information in the course of prosecuting a patent application, those principles can be summarized as follows:

1. Inequitable conduct requires proof, by clear and convincing evidence, that the applicant or attorney intended to mislead the PTO with respect to a material matter.

2. Materiality is measured by what the PTO demands of those who apply for and prosecute patent applications. The disclosure standard that the PTO expects those parties to comply with is set forth in the current version of the PTO’s Rule 56. Under that standard, inequitable conduct requires proof that the information at issue either established, by itself or in combination with other information, a prima facie case of unpatentability, or was inconsistent with a position taken by the applicant before the PTO with respect to patentability.

3. Intent to mislead and materiality must be separately proved. There is no “sliding scale” under which the degree of intent that must be proved depends on the strength of the showing as to the materiality of the information at issue.

On the “sliding scale” issue, however, Judge Bryson explained in a footnote:

It is important to distinguish between relaxing the required proof of intent if the proof of materiality is strong, which is impermissible, as opposed to considering the degree of materiality as relevant to the issue of intent, which is appropriate, particularly given that direct evidence of intent, such as an admission of deceptive purpose, is seldom available.

Judge Bryson urged that would solve the litigation issues:  “First, the refinements to the doctrine suggested here would be likely to significantly reduce the frequency with which the defense is raised. Second, this court has recently held that the strict pleading requirements of Fed. R. Civ. P. 9(b) apply to counterclaims of inequitable conduct, requiring detailed factual averments and not merely notice pleading with respect to such claims. Such pleading requirements are likely to discourage baseless counterclaims. * * * Third, assertions of inequitable conduct that lack factual and legal support can be controlled by trial courts through application of the sanctions provided by Fed. R. Civ. P. 11. Finally, as this court has repeatedly held, the doctrine of inequitable conduct is an equitable doctrine, and even when the elements of intent and materiality are satisfied, it remains for the district court to determine, in the exercise of its equitable judgment, whether, ‘in light of all the particular circumstances, the conduct of the patentee is so culpable that its patent should not be enforced.’ ”

As for the “over-disclosure” problem, Judge Bryson urged that problem could be addressed by strict adherence to the “clear and convincing” standard of proof.

Indeed, Judge Bryson accepted the PTO’s argument that a “but for” standard was too narrow to enforce compliance with an applicant’s duty of disclosure: “If a failure to disclose constitutes inequitable conduct only when a proper disclosure would result in rejection of a claim, there will be little incentive for applicants to be candid with the PTO, because in most instances the sanction of inequitable conduct will apply only if the claims that issue are invalid anyway. For example, under the ‘but for’ test of materiality, an applicant considering whether to disclose facts about a possible prior use of the invention would have little reason to disclose those facts to the PTO. If the applicant remained silent about the prior use, the patent issued, and the prior use was never discovered, the applicant would benefit from the nondisclosure. But even if the prior use was discovered during litigation, the failure to disclose would be held to constitute inequitable conduct only if the prior use otherwise rendered the relevant claims invalid. The applicant would thus lose nothing by concealing the prior use from the PTO, because he would not be at risk of losing the right to enforce an otherwise valid patent.”

Judge Bryson remarked that providing such incentive to disclose “material” information was not an indictment of the patent bar, but rather a recognition that “[a]fter all, it has long been recognized that ‘an open door may tempt a saint.’ ”

Judge Bryson also urged that the “but for” standard was inconsistent with the Supreme Court’s decisions in Keystone, Hazel-Atlas, and Precision Instrument, which he summarized:

(1) the public has a special interest in seeing that patent monopolies “spring from backgrounds free from fraud or other inequitable conduct”; (2) as a corollary to that public interest, patent applicants “have an uncompromising duty to report to [the Patent Office] all facts concerning possible fraud or inequitableness underlying the applications”; (3) all facts relevant to such matters must be submitted to the Patent Office, “which can then pass upon the sufficiency of the evidence”; (4) the intentional failure to disclose to the Patent Office that a patent application is tainted by fraud is sufficient cause to justify not enforcing the patent; and (5) the misconduct in question need not constitute actionable fraud; it is sufficient if the conduct constitutes a willful act that violates standards of equitable conduct in dealing with the Patent Office.

Overall, Judge Bryson urged that the court should adopt the current 1992 version of Rule 56.  Judge Bryson urged that the “prima facie case of unpatentability” standard of materiality was appropriate, given that examiners, not the applicant, had the task of determining patentability, and that the requirement for proving a specific intent to deceive addressed the en banc majority’s concern about breadth.  According to Judge Bryson, “[t]hat provision applies only to applicants who act with the specific intent to deceive the PTO by withholding prior art that is so powerful as to render the pending claims invalid in the absence of further explanation.”

The problem, Judge Bryson noted, was with the second part of the rule requiring the applicant to provide information that is inconsistent with or refutes a position taken by the applicant before the PTO.  Judge Bryson noted that the PTO in adopting that rule had rejected a “but for” rule because that would not have elicited the information the PTO sought.  Thus, Judge Bryson would give deference to the PTO:  “Because the PTO is the best judge of what information its examiners need to conduct effective examinations, the PTO’s definition of materiality is entitled to deference in determining whether the failure to disclose particular information during patent prosecution constitutes inequitable conduct. Moreover, because the PTO has refined the materiality standard in setting forth what it expects of applicants and their representatives, there is no need for courts to apply a broader test of materiality in adjudicating inequitable conduct claims, as doing so could at least theoretically result in the imposition of sanctions for a failure to disclose matters that the PTO does not require to be disclosed.”

On the merits, Judge Bryson concluded that Abbott’s non-disclosure of the EPO briefs constituted inequitable conduct:  “Viewed in light of the district court’s findings, this case is a compelling one for applying the principles of inequitable conduct. The district court found that Abbott’s representatives deliberately withheld material from the PTO that directly refuted Abbott’s contention that one skilled in the art would have believed that the ’382 patent taught that a membrane was required for whole blood analysis. Abbott’s inconsistent position on the teachings of this critical reference falls squarely within the scope of information of the sort referred to in PTO Rule 56(b)(2), i.e., information that ‘refutes, or is inconsistent with, a position the applicant takes in * * * [a]sserting an argument of patentability.’ Given the examiner’s focus on the issue of whether the protective membrane in the prior art patent was optional or not, the issue was of critical importance in the prosecution of the application that issued as the ’551 patent, even though the undisclosed information, if revealed, may not have resulted in the rejection of the claims at issue. Accordingly, the district court made all the findings necessary to support its holding that the ’551 patent was unenforceable for inequitable conduct.”
 

2. PTO Proposes Adopting “but-for-plus” Standard of Materiality [image: image438.png]
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On July 21, 2011,
 the PTO issued a notice of proposed rulemaking that adopted what the PTO dubbed the “but-for-plus” standard of materiality.  Specifically, the PTO proposed amending Rule 56(b) to provide:

§ 1.56 Duty to disclose information material to patentability.

* * *
(b) Information is material to patentability if it is material under the standard set forth in Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276 (Fed. Cir. 2011). Information is material to patentability under Therasense if:

(1) The Office would not allow a claim if it were aware of the information, applying the preponderance of the evidence standard and giving the claim its broadest reasonable construction; or

(2) The applicant engages in affirmative egregious misconduct before the Office as to the information.

The proposed amendment to parallel Rule 555(b) dealing with reexamination proceedings was:

§ 1.555 Information material to patentability in ex parte reexamination and inter partes reexamination proceedings.

* * *
(b) Information is material to patentability if it is material under the standard set forth in Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276 (Fed. Cir. 2011). Information is material to patentability under Therasense if:

(1) The Office would not find a claim patentable if it were aware of the information, applying the preponderance of the evidence standard and giving the claim its broadest reasonable construction; or

(2) The patent owner engages in affirmative egregious misconduct before the Office as to the information.

The PTO explained that

The Office is proposing to revise the materiality standard for the duty to disclose information to the Office in patent applications and reexamination proceedings set forth in §§ 1.56(b) and 1.555(b) in light of the Federal Circuit’s decision in Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 2011 WL 2028255 (Fed. Cir. 2011) (en banc).  

Specifically, the Office is proposing to adopt the standard for materiality required to establish inequitable conduct as defined in Therasense as the standard for materiality under §§ 1.56(b) and 1.555(b).  

The PTO viewed the Federal Circuit’s en banc decision in Therasense as adopting a “but-for-plus” standard of materiality:

In Therasense, the Court defined materiality using a ‘‘but-for-plus’’ standard. As the general rule, the Court explained that ‘‘[w]hen an applicant fails to disclose prior art to the PTO, that prior art is but-for material if the PTO would not have allowed a claim had it been aware of the undisclosed prior art.’’ Therasense, 2011 WL 2028255, at *11. Said differently, the Court explained: ‘‘[I]n assessing the materiality of a withheld reference, the court must determine whether the PTO would have allowed the claim if it had been aware of the undisclosed reference[,] * * * apply[ing] the preponderance of the evidence standard and giv[ing] claims their broadest reasonable construction.’’ Id. The Court also recognized that ‘‘affirmative acts of egregious misconduct,’’ Id. at *12, before the PTO are unacceptable: ‘‘Although but-for materiality generally must be proved to satisfy the materiality prong of inequitable conduct, this court recognizes an exception in cases of affirmative egregious misconduct.’’ Id.  

The Court reasoned that ‘‘a patentee is unlikely to go to great lengths to deceive the PTO with a falsehood unless it believes that the falsehood will affect issuance of the patent.’’ Id. The Court clarified that ‘‘neither mere nondisclosure of prior art references to the PTO nor failure to mention prior art references in an affidavit constitutes affirmative egregious misconduct.’’ Id.  

Lastly, the Court identified the submission of an unmistakably false affidavit as an example of affirmative egregious misconduct. Id.  

The PTO further explained that historically, the Federal Circuit had used the materiality standard of Rule 56, but in Therasense severed that connection.

Historically, the Federal Circuit connected the materiality standard for inequitable conduct with the PTO’s materiality standard for the duty of disclosure. That is, the Court has invoked the materiality standard for the duty of disclosure to measure materiality in cases raising claims of inequitable conduct. In doing so, the Court has utilized both the ‘‘reasonable examiner’’ standard set forth in the 1977 version of § 1.56(b) and current § 1.56(b) promulgated in 1992. See, e.g., Am.  Hoist & Derrick Co. v. Sowa & Sons, Inc., 725 F.2d 1350, 1363 (Fed. Cir.  1984); Bruno Indep. Living Aids, Inc. v.  Acorn Mobility Servs., Inc., 394 F.3d 1348, 1352–53 (Fed. Cir. 2005). While the Therasense Court severed what existed of the historical connection between the two materiality standards, as most recently articulated in Digital Control Inc. v. Charles Mach. Works, 437 F.3d 1309, 1315–16 (Fed. Cir. 2006) (identifying the PTO’s current standard as one of many standards the courts could apply), it did not indicate that the Office must apply the standard for materiality required to establish inequitable conduct under Therasense as the standard for determining materiality under § 1.56(b) or § 1.555(b).  

As the dissent in Therasense noted, ‘‘the scope of the court-made [inequitable conduct] doctrine is not inseparably tied to the breadth of the PTO’s disclosure rules.’’ Therasense, 2011 WL 2028255, at *33. The Office, however, believes that there are important reasons to amend § 1.56(b) and § 1.555(b) so that the PTO’s materiality standard for the duty of disclosure matches the materiality standard for inequitable conduct.  

The PTO explained that although the Federal Circuit in Therasense had not required the PTO to adopt the same standard as the court adopted for showing inequitable conduct, the PTO explained that there were reasons for doing so.  First, the PTO expected that standard to result in patent applicants providing the most relevant information:

While not as inclusive as current § 1.56(b), the Office expects that the ‘‘but-for-plus’’ standard from Therasense will result in patent applicants providing the most relevant information and reduce the incentive for applicants to submit information disclosure statements containing only marginally relevant information out of an abundance of caution. The Court stated that its ‘‘but-for-plus’’ standard, ‘‘[b]y creating an exception to punish affirmative egregious acts without penalizing the failure to disclose information that would not have changed the issuance decision, * * * strikes a necessary balance between encouraging honesty before the PTO and preventing unfounded accusations of inequitable conduct.’’ Therasense, 2011 WL 2028255, at *12. Thus, the Office expects that the ‘‘but-for-plus’’ standard will reduce the frequency with which applicants and practitioners are being charged with inequitable conduct, thereby reducing the incentive for applicants to submit marginally relevant information to the Office. At the same time, it will continue to prevent applicants from deceiving the Office and breaching their duty of candor and good faith.  

The PTO further explained that a unitary standard was “simpler”:

The Office also believes that a unitary materiality standard is simpler for the patent bar to implement. Under the single ‘‘but-for-plus’’ standard of materiality, patent applicants will not be put in the position of having to meet one standard for materiality as defined in Therasense in defending against inequitable conduct allegations and a second, different materiality standard to fulfill the duty to disclose before the Office.  

The PTO recognized that it had previously rejected the “but-for” standard, but indicated that the “but-for-plus” standard addressed its concerns:

The Office recognizes that it previously considered, and rejected, a ‘‘but-for’’ standard for the duty of disclosure in 1992 when it promulgated current § 1.56(b). Duty of Disclosure, 57 FR 2021, 2024 (Jan. 17, 1992). The affirmative egregious misconduct exception set forth in Therasense addresses the Office’s long-standing concern about the types of unscrupulous conduct that could occur unchecked under a pure ‘‘but-for’’ standard.  

The PTO indicated, however, it may delay implementing the rule change if there is a certiorari petition:

Although the Office is proposing to revise §§ 1.56(b) and 1.555(b) to match the ‘‘but-for-plus’’ materiality standard announced in Therasense, the Office recognizes that Therasense could be reviewed by the U.S. Supreme Court.  

Because the rule making process is lengthy and because the Office prefers to receive and consider public comments before issuing a final rule, the Office is proceeding in parallel with the possibility of a Therasense certiorari petition. Should a petition for certiorari be filed and the Supreme Court grant review of the case, the Office will consider delaying issuance of a final rule until the Supreme Court has issued its decision.  

The PTO further indicated that it was considering other actions that would provide an incentive for disclosure:

Additionally, the Office is considering further actions that may provide an incentive for applicants to assist the Office by explaining/clarifying the relationship of prior art to the claimed invention. While this form of information would not implicate the standard of materiality as that term has been defined in Therasense, and therefore would not be required under the proposed changes to § 1.56, the Office believes it is worthwhile to explore ways to encourage applicants to submit information, beyond that required under the Therasense materiality standard, that would be helpful and useful in advancing examination.  

Thus, assuming no petition for certiorari is filed, it would seem that the “bur-for-plus” standard of Therasense will become the new materiality standard.

3. Non-Disclosed Prior Art Meets the “But For” Standard When District Court Concludes Patent is Invalid in View Thereof, But Remand is Necessary When the District Court Does Not So Find [image: image442.png]
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In American Calcar, Inc. v. American Honda Motor Co., Inc.,
 in the first case handed down after the Federal Circuit’s en banc opinion in Therasense, the Federal Circuit vacated and remanded the district court’s finding of inequitable conduct, with directions that the district court reevaluate the issues of materiality and intent.

ACI asserted fifteen patents against Honda, nine of which were the subject of the appeal.  The district court concluded that three of the patents-in-suit were unenforceable due to inequitable conduct.  That is the issue that will be addressed here.

Two of the patents-in-suit, referred to as the “Search Patents,” were drawn to performing searches on a system in a vehicle.  Claim 1 of one of the patents-in-suit was deemed representative:

1. A system for use in a vehicle comprising:

a memory for storing a plurality of displays having predetermined contents, the plurality of displays being associated with a plurality of aspects of the vehicle;

an interface for entering a query to conduct a search concerning an aspect of the vehicle;

an input device for selecting a result of the search;

a processor responsive to the selected result for identifying at least one of the plurality of displays which is associated with the aspect of the vehicle; and

a display element for showing thereon the at least one display.

In general, the system allowed one to search for information regarding the vehicle by entering a topic in a search field.  The system then displayed a list of search results.  The user could then choose an item from the list.  In the disclosed embodiment, a user could enter only the first letter of a search term, and a list of items starting with that letter were then displayed.  The specification also disclosed that the entered search term was displayed in yellow in the list of search results.

Prior to the filing of ACI’s application, Honda’s Acura division in May 1996, began manufacturing and selling the Acura 96RL in the United States which had an “in dash” navigation system.  The 96RL system allowed users to search for destinations using a touch screen.  The 96RL manual explained that when a user entered the first letter of a search term, the system generated a list of options beginning with that letter.  The list of search results also highlighted the closest match to the search term in yellow.

Another patent-in-suit, referred to as the “Three-Status patent,” allowed a user to select an option from a list, preview information about that option, and then activate the option.  The first status was an unselected one, followed by a selected status, and then an activated status.  Claim 1 called for:

1. A system for operating a device to perform a function in a vehicle comprising:

a display element for displaying at least one option which is associated with the function of the vehicle, the at least one option indicating a first status;

a first interface for selecting the at least one option, the selected at least one option indicating a second status;

an output element for providing information concerning the selected at least one option;

a second interface for activating the selected at least one option, the activated option indicating a third status; and

a processor for causing the device to perform the function after the selected at least one option is activated.

The specification disclosed that each status was indicated by a different color. Yellow indicated a selected option, and blue indicated the activated options.  The 96RL system used a similar three-status arrangement that allowed users to interact with lists that the system displayed.  The 96RL also used the same color to indicate the same status as in the patent.

The inventors, Michael Obradovich, John Dinkel, and Michael Kent, filed their first patent application on January 28, 1997.  Continuations of that application matured into several of the patents-in-suit, including the three patents held unenforceable due to inequitable conduct.

At the time the original application was filed, those inventors were employees of Calcar, Inc., predecessor to ACI.  Calcar, in the 1990s, developed and sold vehicle booklets that gave information about specific vehicles and were included by some automotive manufacturers in the glove boxes of their vehicles.  Honda’s Acura division was one of Calcar’s customers.

In August 1996, Dinkel was given an Acura 96RL vehicle which he drove to Calcar’s offices.  Various employees, including Obradovich and Kent, inspected and drove the vehicle.

Obradovich shortly thereafter hired a patent attorney who filed the original application.  The application listed the 96RL navigation system in the background section as being a commercially available system.  The application was drawn to the navigation aspects of the system, explaining how the system received satellite signals, and communicated instructions to the user on how to reach a desired destination.

The specification included a figure prepared by Calcar’s art department that illustrated the 96RL navigation system.  The specification did not describe the user interaction portions of the 96RL system.  Specifically, the specification did not disclose the aspects of the 96RL system that related to the “Three-Status” or “Search” features.

In 2008, BMW, a defendant in another ACI litigation, initiated reexamination for the patent issued from the original application and the “Three-Status” patent.  In that reexamination, ACI submitted a copy of the 96RL manual and Honda’s preliminary invalidity contentions in the current case to the PTO.

The district court granted summary judgment on several issues involving validity and infringement.  The district court held a jury trial on the remaining issues.  In particular, the district court submitted the issue of inequitable conduct to the jury, and the parties agreed that the verdict on inequitable conduct would be advisory only.  The jury concluded, inter alia, that the “Three-Status” and “Search” patents were not unenforceable due to inequitable conduct.  The jury also concluded, inter alia, that the “Three-Status” patent was invalid based on the 96RL.

The district court, however, concluded that both the “Three-Status” and “Search” patents were unenforceable due to inequitable conduct.  The district court pointed out that the inventors had spent time with the 96RL operating the navigation system, that Obradovich had hired a patent attorney, but had not informed him of that experience with the 96RL, and noted evidence that the inventors continued to gather information on the 96RL system in November 1996 and January 1997.

The district court further noted that ACI had produced several photographs in prior litigation depicting the dashboard of an Acura vehicle, including one having the words “FIND CALCAR” as a search term.  The district court noted that the photographs were printed on paper stamped with a Kodak insignia indicating Kodak’s sponsorship of the 1996 Olympic games.

The district court concluded that operational details of the 96RL system were material to all three applications.  The court held that the 96RL’s “three-status” feature was similar to the “Three Status” patent.  The court further concluded that the 96RL search and index features were similar to the “Search” patents.  The district court rejected ACI’s argument that those features were cumulative to other prior art.

The district court also found circumstantial evidence of deceptive intent.  In particular, the district court accepted Honda’s contention that there was an “uncanny resemblance” between the 96RL navigation system and the disclosure in the original application.  The district court pointed to the similarity of Fig. 2 in the “Three Status” patent:
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and an illustration in the 96RL manual:
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The district court further found that two figures in the “Search” patents share similarities with figures from the 96RL manual, indicating that Calcar had the 96RL manual when the original application was filed.

The district court further questioned Obradovich’s credibility noting various contradictory asserts, and that he had not been candid concerning photographs of the 96RL system that had been in the inventors’ possession.  The district court further held that the withheld information was highly material, and thus less evidence of intent was required.

The Federal Circuit agreed that the non-disclosed information concerning the 96RL met the “but for” materiality standard of Therasense vis-à-vis the “Three-Status” patent because the jury had concluded that patent was invalid in light of the 96RL information.

However, the Federal Circuit concluded that the materiality of the undisclosed information vis-à-vis the “Search” patents was “a different matter.”

The Federal Circuit explained that “[e]ven though the jury rejected Honda’s invalidity arguments, both on anticipation and obviousness, as to the Search patents based on the 96RL system, the withheld information may be material if it would have blocked patent issuance under the PTO’s preponderance of the evidence standard, giving those patents’ claims their broadest reasonable construction. Id. We cannot infer that finding from the district court’s opinion.”

The Federal Circuit thus vacated the district court’s findings vis-à-vis the materiality of the 96RL information to the “Search” patents, and remanded for the district court to decide the issue under the “but for” standard of Therasense.

The Federal Circuit explained that “[o]n remand, the district court should determine whether the PTO would not have granted the Search patents but for Calcar’s failure to disclose the 96RL information.”

The Federal Circuit further vacated and remanded the district court’s findings on intent to deceive.  The Federal Circuit noted that “[a]lthough the [district] court performed a detailed analysis of the facts withheld, it made no holding that any of the inventors knew that the withheld information was in fact material and made a deliberate decision to withhold it. Instead, it relied on the sliding scale standard that we have rejected en banc in Therasense, * * * basing its finding of intent significantly on the materiality of the 96RL system to the claimed invention. The court’s analysis went only to the extent of finding that the inventors ‘would have been interested in learning about the 96RL system,’ ‘had a significant amount of information about the 96RL,’ and ‘consider[ed] it as a base platform’ for the invention.”

As for witness credibility the Federal Circuit noted that “[a]lthough the court found Obradovich’s testimony to be lacking in credibility, and we give considerable deference to that finding, * * * that alone is insufficient to find specific intent to deceive under the knowing and deliberate standard. * * * However, it is not our task to make factual findings, and we vacate the district court’s finding of intent and remand the issue to the district court. * * * On remand the court should make a specific finding on whether any of the three inventors knew that withheld information was material and whether they made a deliberate decision to withhold it.”

4. Failure to Update a Petition to Make Special Does Not Meet the But-For Materiality Standard [image: image446.png]



In Powell v. Home Depot U.S.A., Inc.,
 the Federal Circuit affirmed a finding of willful infringement, a damage award of $ 15 million, enhanced damages of $ 3 million, and an award of $ 2.8 million in attorney fees, in a total amount of roughly $ 23.9 million, including pre-judgment interest.  The Federal Circuit also affirmed the district court’s conclusion that Powell’s patent-in-suit was not unenforceable for inequitable conduct.  That is the issue that will be addressed here.

Powell, for a number of years, served as Home Depot’s point-of-contact for the installation and repair of radial arm saws used in Home Depot stores to cut lumber to a customer’s requirements.  In 2002 and ’03, Home Depot noted that its employees were suffering an increasing number of injuries while operating the radial saws.  Home Depot’s corporate officers considered whether to modify the saws to prevent further injuries, or to remove the saws from the stores.  Home Depot decided that removing the saws from the stores may result in a loss of business to competitors that continued to provide that service.  Thus, Home Depot turned to Powell for a solution.

Powell, recognizing that removing the saws from Home Depot stores would result in a loss of his business, set out to develop saw guard.  Power presented a prototype saw guide to Home Depot in July 2004, and Home Depot ordered eight production units for testing.  Those saw guards were installed in Home Depot stores by August 2004, and Powell filed a patent application on the guards.  An example of the guard is illustrated below:

[image: image447.emf]
Powell was unaware, however, that at the time his saw guards were being installed, Home Depot had contacted another company, Industriaplex, to view and build copies of Powell’s saw guard at a price less than the $ 2,000 Powell charged for the prototype units.  Eventually, Home Depot ordered 2000 saw guards from Industriaplex for approximately $ 1,295 per unit.

Powell and Home Depot continued to negotiate, but could not reach an agreement.  Home Depot was offering $ 1,200 per unit, including installation.  Powell’s patent issued in 2006, and he sued Home Depot for infringement in 2007.

A jury found that Home Depot had willfully infringed Powell’s patent, and awarded the damages noted above.  The district court held a bench trial on the issue of inequitable conduct, and concluded, under pre-Therasense law, that Powell had not committed inequitable conduct in connection with a Petition to Make Special.

Specifically, while prosecuting his application, Powell filed a Petition to Make Special seeking expedited review on the ground that was obligated to manufacture and supply devices covered the claims.  At the time, Powell believed that because of the ongoing negotiations and long-time business relationship with Home Depot, he was obligated to supply saw guards for Home Depot.  Before the Petition was granted, however, Powell apparently became aware that Home Depot would use Industriaplex to supply saw guides.  But Powell did not update the Petition to Make Special.  Ultimately, the PTO granted the Petition.

The district court held that Powell, with an intent to deceive the PTO, failed to inform the PTO that he was no longer under an obligation to supply saw guards to Home Depot.  The district court further found that omission to be material.  However, the district court balanced the equities and concluded that Home Depot had failed to show by clear and convincing evidence that the patent-in-suit was unenforceable.

During the pendency of the appeal, the Federal Circuit, en banc, decided Therasense, Inc. v. Becton, Dickinson & Co.,
 which raised the standard for material to a “but-for” level.  Nevertheless, Home Depot urged that Powell’s failure to update the Petition to Make Special constituted inequitable conduct.

The Federal Circuit disagreed:  “Where, as here, the patent applicant fails to update the record to inform the PTO that the circumstances which support a Petition to Make Special no longer exist—that conduct does not constitute inequitable conduct. * * * That is so because Mr. Powell’s conduct obviously fails the but-for materiality standard and is not the type of unequivocal act, ‘such as the filing of an unmistakably false affidavit,” that would rise to the level of “affirmative egregious misconduct.’ * * * Thus, based on the intervening change in law, we affirm the district court’s conclusion that ‘Home Depot did not establish by clear and convincing evidence that the ’039 [patent] is unenforceable due to inequitable conduct.’ ”

B. Intent
1. Not Inferred
a) Material Reference in Prosecuting Attorney’s and Inventor’s Files May Not Give Rise to an Inference of Intent to Deceive [image: image448.png]


 
In Cordis Corp. v. Boston Scientific Corp. (Cordis II),
 the Federal Circuit, inter alia, affirmed the district court’s conclusion that there was no evidence of a specific intent to deceive.

This involved another round in the so-called “stent wars.”  Cordis sued BSC alleging infringement of two patents – the ‘312 patent and the ‘370 patent – drawn to certain stents having undulating longitudinal sections.

In 1994, Robert E. Fischell and two of his sons, David R. Fischell and Tim A. Fischell, filed an application which ultimately issued as the ’312 patent.  Robert Fischell prosecuted the application pro se for the first 2 years, but obtained an attorney – Rosenberg – to prosecute foreign counterparts.

In 1995, Rosenberg forwarded an EPO Search Report to Fischell that had issued in connection with an EPO counterpart.  The Search Report listed six references in categories of relevance – “X” indicating “particularly relevant if taken alone,” “Y” indicating “particularly relevant if combined with another document of the same category,” and “A” indicating technical background.  Only one reference – Sgro – was in the “X” category.  The only claim in the EPO application that was drawn to undulating longitudinals was claim 8.  The EPO Search Report identified four “Y” references as being relevant to that claim, including a U.S. patent to Hillstead.

Rosenberg testified that it was his practice to “carefully” review “X” references, but he just scanned “Y” references.  Fischell testified that he would “look at the pictures and see if the pictures [in the references] look like the invention, the inventive concept for which we’re trying to get claims.”  Fig. 8 of the ‘312 patent illustrated:

[image: image449.emf]
Fig. 2A of Hillstead illustrated:
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Both Rosenberg and Fischell testified that they did not recall looking at Hillstead until April 1998, after the ‘312 patent had issued, although both had copies of Hillstead in their files since July 1995.  Hillstead was thus not disclosed during the prosecution of the application leading to the ‘312 patent.

In 1997, just prior to issuance of the ‘312 patent, Fischell filed a continuation application that ultimately matured into the ‘370 patent.  Fischell was shown a copy of the Hillstead patent in April 1998, during a meeting with Cordis’ counsel.  Fischell testified that this was the first time he recalled seeing Hillstead.

A subsequent IDS in the continuation application cited 41 U.S. patents and 7 foreign references, including Hillstead and the other three “Y” references.  However, Hillstead was never emphasized as being of particular interest.

A jury found that the accused BSC stent did not literally infringe claim 21 of the ‘312 patent, and that claim 21 was not invalid for obviousness of lack of written description support.  The jury also found that the accused stent literally infringed claims 25 and 26 of the ‘370 patent, but that there was no infringement because of the reversed doctrine of equivalents.  The jury further found that claim 25 of the ‘370 patent had adequate written description support, but that claim 26 did not.

The district court, inter alia, granted BSC’s motion for JMOL that the accused stent did not literally infringe claims 25 and 26 of the ‘370 patent.  The district court held a bench trial on the issue of inequitable conduct, and concluded that BSC had provided clear and convincing evidence on the threshold levels of materiality and intent vis-à-vis the Hillstead patent.  The district court found that the ‘312 patent was unenforceable, and that the ‘370 patent was tainted by the inequitable conduct in connection with the ‘312 patent.

In a first appeal, Cordis Corp. v. Boston Scientific Corp. (Cordis I),
 the Federal Circuit agreed that Hillstead was material, but remanded for further findings regarding intent to deceive.  On remand, the district court concluded “[u]pon further reflection, the evidence of record that tends to support a finding of deceptive intent is not clear and convincing.”  The district court found that “the inferences argued by [Cordis] are supported by evidence of record and are as reasonable as those inferences argued by [BSC],” and concluded “it would be clear error * * * to imbue [Fischell’s and Rosenberg’s] conduct with deceptive intent * * * .”  The district court concluded, therefore, that neither patent was unenforceable for inequitable conduct.  On appeal, the Federal Circuit affirmed.

The Federal Circuit reiterated that “[i]n Therasense, Inc. v. Becton, Dickinson & Co., we made clear that a finding of inequitable conduct requires specific intent to deceive, and ‘to meet the clear and convincing evidence standard, the specific intent to deceive must be “the single most reasonable inference able to be drawn from the evidence.” ’ * * * In light of this standard, we cannot agree that the district court’s supplemental findings were clearly erroneous or that its ultimate determination on inequitable conduct was an abuse of discretion.”

VIII. REISSUE 
A. Recapture Estoppel

1. Recapture Estoppel Applies Even Though Reissue Claims Do Not Seek to Recapture All That Was Surrendered During Original Prosecution [image: image451.png]
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In In re Mostafazadeh,
 the Federal Circuit affirmed a rejection of newly added claims in a reissue application based on recapture estoppel.  The Federal Circuit reiterated that “the mere argument that the reissue claims constitute only a partial recapture is insufficient without a corresponding demonstration of material narrowing.”

The Federal Circuit reiterated that “[i]t is well established * * * that a patentee may not ‘regain[ ] through reissue the subject matter that he surrendered in an effort to obtain allowance of the original claims.’ * * * Under this rule against recapture, ‘claims that are broader than the original patent claims in a manner directly pertinent to the subject matter surrendered during prosecution are impermissible.”

The Federal Circuit also reiterated that “[a]pplication of the recapture rule is a three step process. * * * The first step is to ‘determine whether and in what “aspect” the reissue claims are broader than the patent claims.’ * * * ‘[A] reissue claim that deletes a limitation or element from the patent claims is broader’ with respect to the modified limitation. * * * Next, the court must ‘determine whether the broader aspects of the reissue claims relate to surrendered subject matter.’ * * * ‘To determine whether an applicant surrendered particular subject matter, we look to the prosecution history for arguments and changes to the claims made in an effort to overcome a prior art rejection.’ ”

The patent-in-suit was drawn to lead frame semiconductor packaging.  Two embodiments were disclosed: (1) pin-type packaging, and (2) bottom-surface-mount packaging.  In both embodiments, a chip was mounted to a metal lead frame and then encapsulated by a ceramic or plastic casing.  Within the lead frame, the chip was supported by a die attach pad and connected to a pair of bus bars.

Fig. 1 illustrated the pin-type embodiment:

[image: image453.emf]
In that embodiment, a protective casing 130 covered the top, sides and bottom surfaces of lead frame 220.  The frame connected the chip to external devices through metal leads 122 that extended out of the case.

Fig. 2 illustrated the bottom-surface-mount embodiment:
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In that embodiment, a protective casing 160 covered the top and side surfaces of lead frame 220 leaving the bottom surface 170 exposed.  Connection to external devices was through solder balls 150 attached to attachment pads 126.

The original claims covered both the pin-type and bottom-surface-mount embodiments.  Original claim 1 was representative:

1. In an integrated circuit package, a lead frame comprising:

a die attach platform;

a plurality of elongated leads which are electrically isolated from said die attach platform; and

a first bus bar which is electrically isolated from said die attach platform and said plurality of elongated leads.

All originally filed claims were rejected as either anticipated or obvious over prior art disclosing a pin-type structure.

In order to overcome that rejection, claims 1 and 9 – the only independent claims – were amended, inter alia, to add a limitation requiring “circular attachment pads.”  As amended, claim 1 required:

1. (amended) An integrated circuit package comprising:

(a) a lead frame comprising:

a die attach platform; and

a plurality of elongated leads which are electrically isolated from said die attach platform, each of said elongated leads including a circular portion formed as an attachment pad; and

(b) a substrate, having first and second surfaces on opposite sides of said substrate, for providing rigid support to said lead frame, said substrate contacting said lead frame on said first surface and having vias of non-circular cross sections to allow electrical connections between said first and second surfaces.

The applicants argued that “neither the circular pads * * * nor their attendant benefits [were] disclosed or suggested by [the prior art].”  The patent subsequently issued.
In 2001, the applicants filed a reissue application that included twelve new claims.  The applicants alleged that the original claims were partially inoperative because the circular-attachment-pad limitation was “unduly limiting in the context of claims directed at the bus bar feature.” The reissue claims retained the requirement of “an attachment pad,” but the circular shape requirement was omitted.

Reissue claim 11 was deemed illustrative:

11.  An integrated circuit package comprising:

a lead frame including a die attach platform, a plurality of contacts that are spaced apart from the die attach platform and a bus bar that is positioned between the die attach platform and at least some of the contacts, wherein bottom surfaces of the die attach platform, the contacts and the bus bar are substantially co-planar, and wherein each of the contacts includes a portion that forms an attachment pad;

a die carried by the die attach platform and electronically connected to the bus bar and at least some of the contacts; and

a protective casing covering the die and the lead frame while leaving bottom surfaces of the die attach platform, the bus bar and the conductive contacts exposed, wherein encapsulation material that forms the protective casing is exposed at a bottom surface of the package to physically isolate the bus bar from at least some of the conductive contacts, whereby the attachment pads are exposed at the bottom surface of the package.

The examiner rejected the reissue claims under the doctrine of recapture estoppel, noting that the circular attachment pad limitation had been added during original prosecution to distinguish over the prior art.  The board affirmed.

On appeal, the Federal Circuit noted that there was no dispute vis-à-vis the first and second steps of the recapture estoppel analysis – i.e., the parties agreed that the reissue claims were broader than the patented claims and that the broader aspects of the reissue claims related to the surrendered subject matter – namely, the circular-attachment-pad limitation.

That left the third step:  “In this final step, the court must ‘determine whether the surrendered subject matter has crept into the reissue claim.’ * * * In discussing this third step, it is important to distinguish among the original claims (i.e., the claims before the surrender), the patented claims (i.e., the claims allowed after surrender), and the reissue claims. Violation of the rule against recapture may be avoided under this final step of the analysis if the reissue claims ‘materially narrow’ the claims relative to the original claims such that full or substantial recapture of the subject matter surrendered during prosecution is avoided.”

The Federal Circuit explained that “[t]o avoid violation of the rule against recapture in this way, the narrowing must relate to the subject matter surrendered during the original prosecution (i.e., the applicant cannot recapture the full scope of what was surrendered).”

The applicants argued that narrowing was material “where the additional claim limitations ‘render an otherwise invalid claim valid,’ whether or not the narrowing is related to the surrendered subject matter.”  The Federal Circuit disagreed.

Rather, the Federal Circuit explained that “a limitation that is added during prosecution to overcome prior art cannot be entirely eliminated on reissue because doing so would constitute recapture of the surrendered subject matter. The limitation may be modified, however, so long as it continues to materially narrow the claim scope relative to the surrendered subject matter such that the surrendered subject matter is not entirely or substantially recaptured.”

The applicants argued that even though the circular shape requirement was deleted, the “retained attachment pad limitation still narrows the reissue claims in a manner germane to the prior art rejections in the original prosecution.”  They argued that recapture was avoided because the claims had not been broadened to encompass everything that was surrendered during prosecution.

The Federal Circuit noted:  “This argument is plainly contrary to our precedent. Here there is no dispute that the reissue claims are broader than the patented claims. Where this is the case, the recapture rule is avoided only if the claims are materially narrowed in a way that avoids recapture of the surrendered subject matter. * * * Thus, the mere argument that the reissue claims constitute only a partial recapture is insufficient without a corresponding demonstration of material narrowing. Retention of the attachment pad limitation is related to the surrendered subject matter, but is not materially narrowing because the use of an attachment pad was well known in the prior art.”

The applicants secondly argued that the reissue claims had limitations that narrowed the claims relative to the surrendered subject matter, namely that (1) the “bottom surfaces of the die attach platform, the contacts and the bus bar [be] substantially co-planar,” (2) the “protective casing cover[ ] the die and lead frame while leaving bottom surfaces of the die attach platform, the bus bar and the conductive contacts exposed,” and (3) the protective casing “physically isolate the bus bar from at least some of the conductive contacts.”

The Federal Circuit noted that “[w]hile these limitations certainly narrow the reissue claims relative to the original claims, the narrowing is related only to the bus bar, not the circular attachment pad. In other words, the narrowing limitations are unrelated to the surrendered subject matter and thus insufficient to avoid recapture.”

2. Claim Construction May Resolve Alleged Recapture Estoppel [image: image455.png]


 
In AIA Engineering Ltd. v. Vega Industries, Ltd., Inc.,
 the Federal Circuit held that the reissue patent-on-appeal did not violate the rule against recapture, the district court had erred in its analysis of “homogeneous solid solution,” and that, correctly construed, that term was synonymous with “homogeneous ceramic composite” in the patents at issue.  As a result, there was no recapture.  Additionally, the parties did not dispute that changing “consisting of” to “comprising,” although broadening, did not recapture surrendered subject matter.  Accordingly, the Federal Circuit concluded that the district court had erred in concluding that the reissue patent-in-suit was invalid under § 251.

Magotteaux International S/A and Magotteaux, Inc., (collectively, “Magotteaux”) was the owner of the reissue patent-in-suit.  The technology related to composite wear products used for crushing and grinding abrasive materials.

AIA sued Magotteaux for a declaratory judgment of non-infringement, invalidity and unenforceability of the reissue patent-in-suit.  Magotteaux then filed a third-party complaint against Vega Industries, a subsidiary of AIA Engineering, alleging infringement of the reissue patent-in-suit.

AIA and Vega moved for summary judgment urging that the reissue patent-in-suit was invalid because the claims improperly recaptured subject matter surrendered during the prosecution of its earlier original patent.  The district court granted summary judgment for AIA.

On appeal, the Federal Circuit reversed.  The Federal Circuit reiterated that:

Determining whether the claims of a reissue patent violate 35 U.S.C. § 251 is a question of law, which we review de novo. * * * Whether a claim amendment during reissue examination enlarged the scope of the claim is a matter of claim construction. * * * Claim construction is a question of law that we review without deference. * * * Likewise, comparing the scope of the claims of an original patent and a reissue patent is a legal question subject to de novo review. * * *.

On factual grounds, the Federal Circuit concluded that the reissue patent-in-suit “does not violate the rule against recapture under § 251 and that the district court erred by granting summary judgment of invalidity on this basis. In particular, we conclude that the district court legally erred in its construction of ‘homogeneous solid solution,’ and that, correctly construed, this term is synonymous with ‘homogeneous ceramic composite’ in the patents at issue.”

B. Error Correctable by Reissue

1. Adding a Single Dependent Claim While Retaining All Original Claims is a Proper Reissue: Adding Dependent Claims as a Hedge Against Invalidity is a Proper Exercise of the Reissue Statute [image: image456.png]
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So a divided Federal Circuit panel held in In re Tanaka,
 in reversing an expanded panel (seven members) of the board holding to the contrary.  In effect, the Federal Circuit panel majority turned dicta in In re Handel,
 albeit Judge Rich dicta, into precedent.  However, that was over a strong dissent by Circuit Judge Dyk.

Tanaka’s patent was drawn to an “alternator pulley” that used a clutch to improve the efficiency of an alternator.  That patent issued in 2000 with independent claim 1 and dependent claims 2-7.  Two years later, Tanaka filed what was originally a broadening reissue.  The reissue presented a broader claim 1.  Tanaka’s reissue declaration stated that “the originally-presented claims did not adequately define the invention because they were more specific than necessary” and thus “the claims of the original patent cover less subject matter than we were entitled to claim.”

Tanaka, however, gave up his attempts to broaden claim 1 during prosecution, and instead reverted to original claims 1-7 and a new claim 16 which was dependent on original claim 1.  Tanaka submitted a substitute reissue declaration averring that “because I did not fully appreciate the process of claiming according to U.S. practice, I did not realize that I had claimed more or less than I was entitled to claim” and “the originally presented claims did not adequately define the invention because they were more specific than necessary.”

The examiner rejected claims 1-7 and 16 reasoning that “[t]he nature of the defect is that the error specified in the oath filed 9/24/2007 is not an error correctible by a reissue. The Applicant has not specified an error that broadens or narrows the scope of the claims of issued patent 6093991. The original claim 1 remains in the current reissue application, therefore the broadest scope of the patent remains the same.”

The board, in a precedential opinion and with an expanded panel of seven APJ’s, affirmed the rejection.  The board found “no controlling precedent” and reasoned that § 251 “disallow[s] reissue applications that simply add narrow claims to the reissue patent when no assertion of inoperativeness or invalidity for the reasons set forth in § 251 can be made by the patentee * * *.”

The Federal Circuit panel majority reversed concluding that the board’s determination was “contrary to longstanding precedent of this court and flies counter to principles of stare decisis.”

35 U.S.C. § 251 provides in pertinent part:

Whenever any patent is, through error without any deceptive intention, deemed wholly or partly inoperative or invalid, by reason of a defective specification or drawing, or by reason of the patentee claiming more or less than he had a right to claim in the patent, the Director shall, on the surrender of such patent and the payment of the fee required by law, reissue the patent for the invention disclosed in the original patent, and in accordance with a new and amended application, for the unexpired part of the term of the original patent. No new matter shall be introduced into the application for reissue.

The panel majority reasoned that the reissue state imposed two requirements: “First, the original patent must be ‘wholly or partly inoperative or invalid.’ * * * Second, ‘the defective, inoperative, or invalid patent’ must have arisen ‘through error without deceptive intent.’ ” There was no issue vis-à-vis deceptive intent.

According to the Federal Circuit panel majority, this issue had been addressed by Judge Rich in a footnote in In re Handel in 1963:

Nearly a half century ago, our predecessor court, the Court of Customs and Patent Appeals, clearly stated that adding dependent claims as a hedge against possible invalidity of original claims “is a proper reason for asking that a reissue be granted.” In re Handel, 312 F.2d 943, 946 n.2 (CCPA 1963). The basis for the reissue application in Handel was nearly identical to that in this case. The patentee had mistakenly failed to include narrow claims that he had a right to claim and later sought reissue to obtain those narrower claims without proposing to cancel any broader claims encompassing the claims sought to be added. The proposed reissue claims differed from the existing claims simply by the inclusion of additional limitations.

Judge Giles S. Rich wrote the Handel decision reversing the Board’s rejection of the reissue application. He explained that the reissue claims involved subject matter disclosed in the specification and thus were properly directed to “the invention disclosed in the original patent.” Id. at 944. In a footnote, Judge Rich remarked that “[t]he term ‘inoperative’ has been construed to mean inoperative adequately to protect the invention, which may be due to failure of the solicitor to understand the invention.” Id. at 945 n.2 (quoting McGrady, Patent Office Practice 309 (4th ed. 1959)). Judge Rich added that because the original patent claims were all retained in the reissue application the “term ‘less’ [in Handel’s reissue declaration] appears to have been used in the sense of fewer claims than he could properly have made, rather than in the statutory sense of subject matter included within the claims.” Id. at 946 n.2 (emphasis in original). Thus “[t]he narrower appealed claims are simply a hedge against possible invalidity of the original claims should the prior use be proved, which is a proper reason for asking that a reissue be granted.” Id. While this court has since characterized that view as dictum, it has not departed from it.

Thus, the Federal Circuit panel majority recognized that comments in Handel were dicta, but reasoned that the court had not departed from that view, citing In re Muller,
 and Hewlett-Packard Co. v. Bausch & Lomb, Inc.

The Federal Circuit panel majority concluded that “[e]ven though the rule that adding a dependent claim as a hedge against possible invalidity is a proper reason to seek reissue has seemingly never been formally embodied in a holding of this court or its predecessor, articulation of the rule in Handel was not simply a passing observation—it was a considered explanation of the scope of the reissue authority of the PTO in the context of a detailed explanation of the reissue statute. Based on this court’s adoption of that rule and its adherence to the rule in both Muller and Hewlett-Packard, this court rejects the Board’s contrary ruling.”

The Federal Circuit panel majority also rejected the PTO’s assertion that omission of a narrower claim does not constitute the type of error correctable by reissue under § 251.  The Federal Circuit panel majority reasoned that “each claim is a separate statement of the patented invention.”

Of perhaps broader import, the Federal Circuit panel majority further reasoned that “[c]laims of narrower scope can be useful to clarify the meaning of broader, independent claims under the doctrine of claim differentiation,”
 citing Phillips v. AWH Corp., 415 F.3d 1303, 1314 (Fed. Cir. 2005).

Comment:  However, filing a reissue application solely to obtain dependent claims that may then be argued, through claim differentiation, to expand the scope of the claims on which they depend, is a tactic that, in the author’s opinion, would not ultimately be successful.
The Federal Circuit panel majority added that “[a]nd dependent claims are also less vulnerable to validity attacks given their more narrow subject matter.”

The Federal Circuit panel majority concluded that “[t]hus, the omission of a narrower claim from a patent can render a patent partly inoperative by failing to protect the disclosed invention to the full extent allowed by law.”

Judge Dyk dissented urging that “the addition of a narrower claim in a reissue application is not a proper basis for reissue under 35 U.S.C. § 251 if the application still contains all of the original patent claims.”

Judge Dyk urged that the court was not bound by Handel, Muller or HP, and none resolved the present issue.  

Judge Dyk urged that “[h]ere, the applicants made no correction to the original patent; instead, they merely attempted to add claims to the original patent. The required premise of the statute that the original claims were ‘deemed wholly or partly inoperative or invalid’ as the result of an ‘error’ is entirely missing. 35 U.S.C. § 251. There is no assertion that correction of anything in the original patent was required.”

Judge Dyk urged that the Supreme Court had held in Gage v. Herring,
 in 1883, that under such circumstances a reissue was unavailable.  The panel majority responded that Gage was inapposite.

IX. REEXAMINATION
A. Issues Considered During Reexamination

1. Domestic Priority Can be Considered and Determined During Reexamination Proceedings: Issues Such as Domestic Priority and Written Description Support May Be Considered During Reexamination Unless Actually Addressed During Original Examination [image: image459.png]
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In In re NTP, Inc. (“NTP Seven Appeal Op.”),
 in one of two identically styled opinions, both issued on the same day, but by different authors, albeit for the same panel,
 the Federal Circuit addressed a number of issues arising from rejections entered during the reexamination of seven NTP patents.  The reexaminations were requested by Research-in-Motion (RIM), in connection with litigation between RIM and NTP.

The “NTP Seven Appeal Op.” addressed (1) the board’s claim constructions of “electronic mail message” and “electronic mail system,” (2) whether the board erred in concluding that NTP could not antedate several references under 37 C.F.R. § 1.131, (3) whether “Telenor,” eight volumes of a document titled “Mobile Data Networks Description,” constituted a printed publication under 35 U.S.C. § 102(b) (and whether it was authentic), and (4) several rejections unrelated to the construction of “electronic mail message” based on various prior art references.

In In re NTP, Inc. (“NTP One Appeal Op.”),
 the Federal Circuit addressed an eighth patent, the board’s construction of “destination processor,” and whether priority can be considered and determined during reexamination proceeding.  The Federal Circuit concluded that the board’s construction of “destination processor” was correct and that priority may be considered during reexamination proceedings.

The application maturing into this particular patent-in-suit was filed on December 6, 1999, and claimed priority to May 20, 1991, through a series of continuation applications.  According to the Federal Circuit, “[r]educed to its simplest form, the invention described in the ‘592 patent is an electronic mail system that transmits an electronic mail message from an originating processor to a destination processor through a radio frequency (‘RF’) data transmission network. * * * Prior to reaching the destination processor, the electronic mail message is stored in a RF receiver, which sends the message to the destination processor when the two are connected. * * * In some embodiments of the invention, the electronic mail message is transmitted through the data transmission network using a gateway switch and/or an interface switch. * * * A gate-way switch stores information that it receives from an originating processor before that information is transmitted to the destination processor. * * * An interface switch connects the gateway switch to the RF transmission network to transmit the stored information. * * *.”

Claim 1 was deemed representative:

1. In a communication system comprising a wireless system which communication system transmits electronic mail inputted to the communication system from an originating device, mobile processors which execute electronic mail programming to function as a destination of electronic mail, and a destination processor to which the electronic mail is transmitted from the originating device and after reception of the electronic mail by the destination processor, information contained in the electronic mail and an identification of a wireless device in the wireless system are transmitted by the wireless system to the wireless device and from the wireless device to one of the mobile processors connected thereto, the originating device comprising:

a programmed processor which executes electronic mail programming to originate the electronic mail, the electronic mail containing an address of the destination processor and the information contained in the electronic mail to be transmitted to the destination processor.

NTP disputed, inter alia, the meaning of “destination processor,” and particularly whether a destination processor performed any action after receiving an electronic mail message.

The ‘592 patent originally issued with 665 claims, which included 12 independent claims.  The PTO initiated reexamination in 2002, during which NTP added dependent claims 666-764.  RIM, as the result of the litigation with RTP, initiated inter partes reexamination in 2003.  In 2004, RIM’s inter partes reexamination was merged with the PTO’s reexamination proceeding.

In 2006, the examiner rejected all 764 claims as being anticipated, having been obvious, and/or lacking written description and/or enablement support.  The examiner concluded that 8 references anticipated or rendered obvious some or all of the claims.  Seven references antedated the claimed priority date of May 20, 1991, under § 102(b) or § 102(e).

Lazaridis – the 8th reference – had a filing date of May 29, 1998.  Thus, Lazaridis could not constitute prior art if the ‘592 patent was entitled to the priority date of May 20, 1991.  The examiner concluded that the claims were not entitled to that earlier priority date because there was no support for a “destination processor” that could retransmit an e-mail message as claimed.  The examiner concluded that Lazaridis therefore constituted prior art under § 102(e) and that Lazaridis anticipated all 764 claims.

On appeal, NTP did not dispute that Lazaridis anticipated all claims if those claims were not entitled to the priority date.  Rather, NTP argued that the PTO had erred in construing “destination processor.”  NTP urged a construction that found written description support in the parent application, and thus would permit a claim of domestic priority.  NTP also argued that the PTO could not consider whether the ‘592 patent was entitled to an earlier priority date because (1) § 301 generally preclude such an analysis, and (2) § 303(a) precluded such an analysis because the PTO had already considered priority in the original prosecution.  On appeal, the Federal Circuit disagreed.

The PTO had construed “destination processor” to mean the “particular end node device to which the intended user recipient of electronic mail has immediate and direct physical access when accessing and viewing electronic mail.”  NTP urged that “destination processor” rather meant “any processor that receives email, processes the email and then transmits the email to another destination.”

The Federal Circuit agreed with the PTO’s construction based on the specification.  The specification, according to the court, distinguished between a “destination processor” and other switches such as an interface switch and a gateway switch.  

With respect to the NTP’s argument that § 301 precluded reexamining domestic priority, the Federal Circuit rejected that argument, reasoning that “[n]othing in 35 U.S.C. §§301 et seq. entitles a patentee to a claim of right to its earliest priority date.”  The Federal Circuit explained that “[t]hus, when a patentee argues that its claims are entitled to the priority date of an earlier filed application, the examiner must undertake a priority analysis to determine if the patentee meets the requirements of § 120. There is no statutory limitation during a reexamination proceeding prohibiting the examiner from conducting a priority analysis. Otherwise, the examiner would be stripped of a critical legal tool needed in performing a proper reexamination. Nothing in §§ 301 et seq. prohibits an examiner from determining whether or not a priority date was properly claimed during the original examination of the application.”

The Federal Circuit also rejected NTP’s alternative argument that even if priority could be examined during a reexamination, § 303 precluded that here because the examiner during the original prosecution had considered whether the claims were entitled to domestic priority.  NTP argued that (1) because the original examiner had not denied a claim to domestic priority, the examiner must have considered the same in accordance with the MPEP, and (2) the original examiner determined that the written description of the ‘592 patent supported the claims, and therefore implicitly determined that the claims were entitled to domestic priority.

The Federal Circuit noted that NTP’s argument relied on the presumption that the examiner had considered all of the evidence before him during the original prosecution.  The Federal Circuit, however, reasoned that because of amendments to § 303(a) that now allow an examiner to consider previously cited prior art in a reexamination, there was no presumption that an examiner actually considered whether the written description of the parent application supported the ‘592 claims.

Rather, according to the court, “[w]hether the examiner actually considered this issue can only be determined by reviewing the prosecution history. The history here fails to support NTP’s contention that the examiner made such a considered judgment. Deciding whether a patent application satisfies § 112 requires a distinct and separate analysis from deciding whether that application satisfies § 120.”
  Here there was no dispute that the examiner had not expressly made any determination under § 120.

The Federal Circuit further held vis-à-vis NTP’s second argument that there was no indication in the prosecution history that the examiner actually considered whether the claims of the ‘592 patent satisfied the written description requirement of § 112.  The Federal Circuit noted that in prior cases in which the court had determined that an examiner had considered an issue during original prosecution, that issue had been squarely presented to the examiner.  Here, the issue of written description support had not been squarely presented to the examiner.

B. Intervening Rights

1. Absolute Intervening Rights May Arise From a Reexamination Based on a Party’s Arguments That Change Claim Scope Even Though Claim Language is Unchanged: Scope of Original Claim May Change and Give Rise to Intervening Rights Based on Changed Claim Construction [image: image462.png]
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In Marine Polymer Technologies, Inc v. HemCon, Inc.,
 the Federal Circuit concluded that HemCon had absolute intervening rights with respect to products made before the date of a reexamination, and remanded for a determination of whether HemCon had equitable intervening rights with respect to products made after the date of the reexamination.

Note: On January 20, 2012, the Federal Circuit denied a petition for panel rehearing, but granted a petition for rehearing en banc.  The order granting rehearing en banc vacated the panel’s opinion which is discussed below, and reinstated the appeal.  Circuit Judge Gajarsa, as a member of the original panel, participated in the decision vis-à-vis panel rehearing.  Circuit Judge O’Malley did not participate in either decision.

Marine Polymer was the owner of the patent-in-suit drawn to the polymer p-GlcNAc which accelerated hemostasis – the process which causes bleeding to stop – and was therefore useful in treating serious wounds.  Claim 6 was deemed representative:

A biocompatible [p-GlcNAc] comprising up to about 150,000 N-acetylglucosamine monosaccha-rides covalently attached in a β-1→4 conformation and having a molecular weight of up to about 30 million daltons in which at least one N-acetylglucosamine monosaccharide has been deacetylated. (emphasis added)

The issues in the case revolved around the term “biocompatible.”
The term referred to the extent that p-GlcNAc caused a negative biological reaction (e.g., erythema, edema, or other skin conditions and irritations) when placed in contact with human tissue.  The specification disclosed four tests for determining biocompatibility: (1) an elution test, (2) an implantation test, (3) an intracutaneous injection test, and (4) a systemic injection test.

As originally issued, three dependent claims – claims 3, 12 and 20 – required an elution test score of zero.  Six of the original dependent claims required elution test scores of 1 or 2.  The remaining claims did not include any specific scores on any of the compatibility tests.

Marine Polymer charged HemCon with infringing claims 6, 7, 10, 11, 12, 17 and 20.  Marine Polymer urged that “biocompatible” should be construed to mean: “biomedically pure [p-GlcNAc] that reproducibly exhibits acceptably low levels of adverse bioreactivity, as determined by biocompatibility tests.”  HemCon urged that “biocompatible” should be construed to limit p-GlcNAc to that which was “harvested” from a particular source, or, alternatively, “suited for bio-medical applications.”

The district court rejected all three proposals and construed “biocompatible p-GlcNAc” to mean p-GlcNAc “polymers * * * with low variability, high purity, and no detectable biological reactivity as determined by biocompatibility tests.” (emphasis added)

The district court granted summary judgment all that asserted claims were literally infringed.  A jury trial was then held on the issues of validity and damages.  The jury found that the patent-in-suit was not invalid, and awarded damages of over $ 29 million.

In 2009, while the district court proceedings were still pending, HemCon requested reexamination of the patent-in-suit.  Initially, the examiner adopted a different claim construction from that of the district court concluding that “biocompatible” meant “low variability, high purity, and little or no detectable reactivity.”  The examiner explained that the district court’s construction was inconsistent with numerous dependent claims that required a specific elution test score of zero, one, or two. The examiner then rejected all claims based on prior art.

Marine Polymer argued that the district court’s construction should be adopted by the PTO and cancelled the six original claims that had required an elution test score of 1 or 2.  The examiner then adopted the district court’s claim construction, and allowed the reexamination.  The PTO did not issue its notice of intent to issue a reexamination certificate until after the district court had entered judgment.

HemCon argued that the finding of infringement should be reversed because Marine Polymer changed the scope of the claims during reexamination, and therefore HemCon was entitled to intervening rights.

35 U.S.C. § 307(b) provides:

(b) Any proposed amended or new claim determined to be patentable and incorporated into a patent following a reexamination proceeding will have the same effect as that specified in section 252 of this title for reissued patents on the right of any person who made, purchased, or used within the United States, or imported into the United States, anything patented by such proposed amended or new claim, or who made substantial preparation for the same, prior to issuance of a certificate under the provisions of subsection (a) of this section.

35 U.S.C. § 252 provides:

[Absolute Intervening Rights] A reissued patent shall not abridge or affect the right of any person or that person's successors in business who, prior to the grant of a reissue, made, purchased, offered to sell, or used within the United States, or imported into the United States, anything patented by the reissued patent, to continue the use of, to offer to sell, or to sell to others to be used, offered for sale, or sold, the specific thing so made, purchased, offered for sale, used, or imported unless the making, using, offering for sale, or selling of such thing infringes a valid claim of the reissued patent which was in the original patent. 
[Equitable Intervening Rights] The court before which such matter is in question may provide for the continued manufacture, use, offer for sale, or sale of the thing made, purchased, offered for sale, used, or imported as specified, or for the manufacture, use, offer for sale, or sale in the United States of which substantial preparation was made before the grant of the reissue, and the court may also provide for the continued practice of any process patented by the reissue that is practiced, or for the practice of which substantial preparation was made, before the grant of the reissue, to the extent and under such terms as the court deems equitable for the protection of investments made or business commenced before the grant of the reissue. (brackets and paragraphing added)
Although the issue of intervening rights arose after the district court had issued its judgment, the Federal Circuit panel majority concluded that it had discretion to consider the same.  That was one reason for Circuit Judge Lourie’s dissent – he urged that the issue should have been remanded to the district court.

The Federal Circuit panel majority explained that “intervening rights do not apply where the accused product ‘infringes a valid claim of the reissued patent which was in the original patent,’ ” and therefore “intervening rights are available only if the original claims have been ‘substantively changed,’ and ‘in determining whether substantive changes have been made, we must discern whether the scope of the claims [has changed], not merely whether different words are used.’ ”
  According to the panel majority, “if we conclude that the scope of asserted claims of the ’245 Patent was substantively changed on reexamination, HemCon is entitled to absolute intervening rights, and we must reverse the district court’s judgment of infringement.”

The basis for the claim of intervening rights was that Marine Polymer, during reexamination, urged the examiner to adopt the district court’s claim construction that required p-GlcNAc to have “no detectable biological reactivity.” HemCon argued that, as correctly construed, the original claims of the patent-in-suit did not have such a limitation and the adoption of the district court’s erroneous construction substantively changed the scope of the claims.  The Federal Circuit panel majority agreed with HemCon.

Marine Polymer argued, inter alia, that intervening rights could not arise because the claims were not amended during reexamination.  The Federal Circuit panel majority concluded that intervening rights could nonetheless arise:  “[A]s noted above, the critical question is ‘whether the scope of the claims’ has been changed and ‘not merely whether different words are used.’ * * * Although we have not directly addressed whether arguments made to the PTO during reexamination can amend the scope of claims for purposes of the intervening rights doctrine, we have consistently held that arguments made to the PTO on reexamination can create an estoppel or disavowal and thereby change the scope of claims even when the language of the claims did not change.”

The Federal Circuit panel majority concluded that “[w]e see no reason why this rule, giving effect to disclaimer of claim scope during reexamination or reissue, should not also apply in the context of intervening rights. In fact, a contrary rule would allow patentees to abuse the reexamination process by changing claims through argument rather than changing the language of the claims to preserve otherwise invalid claims and, at the same time, avoid creating intervening rights as to those claims. Therefore, if the scope of the claims actually and substantively changed because of Marine Polymer’s arguments to the PTO, the claims have been amended by disavowal or estoppel, and intervening rights apply. This is so even though Marine Polymer did not amend the language of its claims on reexamination.”

The Federal Circuit panel majority concluded that the district court had erred in its claim construction in requiring “no detectable biological reactivity.”  The specification, the panel majority noted, was clear that a polymer was “biocompatible” under the elution test so long as it achieved a score of zero to two.  The dependent claims (which were cancelled during reexamination) indicated that the term “biocompatible” must include slight or mild biological reactivity.  Additionally, the specification indicated that a polymer satisfied the requirements of all four biocompatibility tests even if they showed a small degree of reactivity.

Marine Polymer also argued that, even if the scope of most of the claims changed on reexamination, the scope of original claims 12 and 20, which already required “an elution test score of 0” (i.e., no reactivity) did not change.  The Federal Circuit panel majority disagreed:  “[T]the scope of claims 12 and 20 was also substantively changed. Those two original claims specifically required an elution test score of zero, but did not reference any other testing method despite the fact that the specification disclosed four distinct testing methods (and described testing results of p-GlcNAc under each test). Given the specification’s reference to three other tests and the reference in the claims to only the elution test, we conclude that original claims 12 and 20 required a showing of no reactivity on only the elution test. The claims covered p-GlcNAc that passed one of the other biocompatibility tests even while displaying slight reactivity. After Marine Polymer imported the district court’s erroneous claim construction on reexamination, the claims required that the p-GlcNAc exhibit ‘no detectable biological reactivity’ under any of the specified tests. * * * Just as the district court’s construction narrowed the original claims by requiring ‘no detectable biological reactivity,’ it narrowed claims 12 and 20 by defining the term ‘biocompatible’ to require that the p-GlcNAc exhibit no reactivity under any biocompatibility tests that were performed. Adoption of that construction changed the scope of claims 12 and 20 because p-GlcNAc that exhibited some reactivity on one of the other biocompatibility tests (other than the elution test) would no longer fall within the scope of claims 12 and 20.”

The Federal Circuit panel majority, however, remanded the issue of equitable intervening rights.

Circuit Judge Lourie dissented urging first that the issue of intervening rights should have been remanded to the district court.  However, Judge Lourie further dissented noting that intervening rights applied only to “amended or new claims” and claims 12 and 20 were neither.  Judge Lourie urged that “[a]n unchanged original claim should not be considered to be changed for intervening rights purposes based in part on the cancellation during a separate reexamination proceeding of other claims in the patent. The patentee’s arguments and cancellation of six claims requiring an elution test score of 1 or 2 may or may not have affected the scope of claims 12 and 20, both of which require an elution test score of 0, but it did not ‘amend’ the claims or make them ‘new’ claims, and that is what the statutory language requires.”

C. Reexamination That Reaches a Conclusion Opposite to That Reached by the Federal Circuit Does Not Render Reexamination Unconstitutional [image: image465.png]-
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In In re Construction Equipment Co.,
 the PTO examiner rejected all claims during a reexamination as having been obvious over prior art.  The board affirmed.  The panel majority likewise affirmed with little discussion.  The opinion most likely would have been issued as a non-precedential opinion – if not for Circuit Judge Newman’s dissent.

Construction Equipment Company’s (“CEC”) patent-on-appeal was drawn to a vehicle for screening rocks etc. from soil at a construction site:

[image: image466.emf]
Material was placed in hopper 30, carried up by transport 26, and dropped onto a screen assembly 90 where it was sorted.  Sorted material was carried away down chute 120 or by conveyors 130 or 168 depending on size etc.
In 2007, an ex parte reexamination request was filed seeking reexamination of certain claims in the patent.  CEC contended that request was prompted by Powerscreen International Distribution Ltd., which CEC had successfully sued in the District of Oregon, and had obtained an injunction.  The district court’s judgment was affirmed without opinion by the Federal Circuit in 2000.
  CEC represented that the injunction remained in effect.

During reexamination, CEC made various amendments, and added claims.  All of those claims, however, were rejected the examiner as having been obvious under § 103 over various references cited in the reexamination request.  The board, according to the Federal Circuit panel majority, “generally affirmed” those rejections, and denied reconsideration.

The Federal Circuit panel majority concluded that “we see error of neither fact nor law in the Board’s analysis of these claims’ validity. Reviewing the record prior art, we agree with the Board that every limitation of each claim on appeal is found in one or another of the available references. We further agree one of ordinary skill in the art would have been able to combine the available references in such a way as to practice the alleged invention of each claim. And we agree that such a person would have had a reason to make such combinations, for the reasons set forth by the Board and by the Examiner.”
  Accordingly, the panel majority affirmed.

Circuit Judge Newman dissented urging, inter alia, that the reexamination proceedings in this case were unconstitutional, or barred by res judicata or issue preclusion.  Judge Newman reasoned:

The reexamination statute seeks to replace or reduce the expense and encumbrance of litigation; but when the same issue has already been litigated and finally adjudicated, interested persons should be able to rely on the judicial decision. Throughout the legislative adjustments to reexamination, no one suggested that reexamination in the PTO could override a final judicial decision. Such an unconstitutional act would not have been contemplated by the Congress, and is improperly endorsed by this court. For the patent here at issue, the question of obviousness was litigated and decided in the district court, followed by decision on appeal to the Federal Circuit, and denial of certiorari. The PTO on reexamination can no more invalidate an adjudicated valid patent, than can the PTO validate a patent that has been adjudicated invalid. Nor does the reexamination statute purport to grant such authority.

The panel majority addressed Judge Newman’s dissent in a footnote.  The panel majority first wrote that the issues raised in Judge Newman’s dissent had not been raised or briefed by the parties:

We are unpersuaded by the dissent’s contention that this court should hold the reexamination proceedings in this case unconstitutional, or barred by considerations of res judicata or issue preclusion. This is so for three reasons. First, the notion that the reexamination was ipso facto unlawful was neither briefed nor argued by any party, at any stage of this case. The appellate courts of the federal judiciary have a well-established practice of declining to take up arguments not timely made by the parties. * * * “This [rule] is essential in order that parties may have the opportunity to offer all the evidence they believe relevant to the issues * * *; it is equally essential in order that litigants may not be surprised on appeal by final decision there of issues upon which they have had no opportunity to introduce evidence.” * * * In this case neither CEC nor, crucially, the PTO has had an opportunity to submit evidence or argument addressing the concerns laid out in the dissent. To upset, as the dissent proposes, the entire reexamination proceeding on the strength of arguments not previously contemplated by the parties seems to us an indiscreet application of judicial power.

Judge Newman, though, urged that: “My colleagues on this panel object to the intrusion of the Constitution into this appeal, * * * arguing that the role of judicial rulings in administrative proceedings cannot be considered because the parties did not raise it in the Patent and Trademark Office. However, the nation’s fundamental law is not waivable.”

Judge Newman, urging the constitutional separation of powers, wrote that “The [constitutional] issue here arises because the judicial function has already been performed, and warrants the finality of the Judicial Power.”
  In other words, the prior decisions by the District of Oregon and the Federal Circuit precluded further review of validity – at least on the same basis.

Judge Newman, responding to the panel majority, wrote:  “Contrary to the majority’s postulate, this constitutional concern does not ‘upset * * * the entire reexamination proceeding,’ * * * The concern arises because in this case there has already been final disposition of the issue of validity in Article III courts. Respect for judicial finality, when there has been a final decision, does not ‘upset * * * the entire reexamination proceeding.’ ”

Judge Newman, also responding to the panel majority, wrote:  “In addition to the principles of finality based on separation of powers, the principles of litigation repose are violated by the reopening in an administrative agency of issues that were litigated to finality in judicial proceedings. Throughout the evolving reexamination statutes, no legislation suggested that reexamination might overtake a final judicial decision, or that the preclusive effect of such decision may be ignored. The reexamination statutes do not purport to grant to the PTO the authority to ignore final judgments. Such an adjudicatory structure would not have been contemplated by the Congress, and is improperly accepted by this court.”

Judge Newman also urged that “[w]aiver is inapplicable against issues of res judicata and issue preclusion, for preclusion principles serve the powerful public and private interests of finality in judicial proceedings and the avoidance of inconsistent results.”

Judge Newman noted that “[i]n this case the rules of res judicata and issue preclusion are involved, for this reexamination was requested by Powerscreen, the defendant in the prior district court ruling, the appellant in the prior Federal Circuit appeal, and the petitioner for certiorari. Powerscreen could not have relitigated the question of obviousness in any court.”

The Federal Circuit panel majority secondly concluded that the constitutional issues, as well as the issues of claim or issue preclusion, had been decided:

Second, we disagree that either constitutional principles or the common-law doctrines of claim or issue preclusion would bar reexamination of the ’564 patent. In re Swanson, 540 F.3d 1368 (Fed. Cir. 2008), is highly instructive.

In that case, we found no error in the PTO’s holding that reexamination could be instituted on the strength of a reference that the requesting party had unsuccessfully asserted as prior art in litigation involving the same patent, even where this court had affirmed the district court’s judgment of validity. * * * Swanson included a detailed discussion of the reexamination statutes and legislative history thereof. * * * It specifically noted that the district court’s judgment, which this court affirmed, was not incompatible with the Examiner’s rejection of claims on reexamination. The reason was that the district court’s judgment was not that the patent was valid per se, but that the accused infringer had failed to carry his burden to prove it invalid. * * * There was therefore no contradiction between the affirmed litigation judgment and the Examiner’s rejection during reexamination.

On the thin record before us, we see no reason why Swanson would not control this case. In both cases, the reexamination was initiated by a party that had previously failed to prove the patent invalid in litigation. We also note that, in this case, the reexamination involved numerous references, combinations, and even claims not treated by the district court. Compare Constr. Equip. Co. v. Powerscreen Int’l Distrib. Ltd., No. 96-1574, slip op. (D. Or. June 11, 1998) (reviewing novelty and nonobviousness of seven claims over three references) * * * with BPAI Op. (affirming rejection for obviousness of twelve claims over various combinations of seven references, two of which were considered in the Powerscreen litigation). Thus, even if we were to depart from this court’s prior holdings concerning waiver, we do not think we would take up the dissent’s invitation to find the reexamination proceeding improper.

Judge Newman disagreed.  Judge Newman noted that in the prior litigation, “[t]he district court ruled that the ’564 patent was valid, enforceable, and willfully infringed by Powerscreen, and entered final judgment.”
  On appeal, the Federal Circuit affirmed.

Judge Newman secondly noted that “[s]even years later Powerscreen requested reexamination on the ground of obviousness, citing the same references and additional references, placing strongest reliance on the same references that had been cited in the litigation.”
  That, she argued, was barred by issue preclusion.

Regarding Swanson, Judge Newman wrote:  “Although this aspect was weighed in In re Swanson, 540 F.3d 1368 (Fed. Cir. 2008), a lower standard of proof in an administrative agency cannot override the finality of judicial adjudication. The burden of proof assigned to administrative bodies is a matter of policy and procedure, not a change in substantive law. Administrative burdens do not override the Judicial Power of dispositive judgment.”

The panel majority reasoned that:

Finally, the dissent’s suggestion that a finding that a patent is not invalid in one proceeding against one party would bar any other validity challenge would be a dramatic expansion of the concept of non-mutual offensive collateral estoppel. We decline to adopt a rule for patent cases that is inconsistent with all other governing law regarding collateral estoppel.

Judge Newman in dissent wrote that “[h]ere, the question of obviousness had been finally decided, and Powerscreen is precluded from reopening the same issue in another forum. Whether viewed as res judicata or issue preclusion, reexamination on this issue is not available.”

On the merits, Judge Newman accused the panel majority of hindsight reconstruction.
D. Inter Partes Reexamination

1. As an Issue of First Impression: The Estoppel Provision of § 315 is Triggered When All Appeal Rights Have Been Exhausted, Not When Examination is Completed [image: image467.png]-
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In Bettcher Industries, Inc. v. Bunzl USA, Inc.,
 the Federal Circuit concluded as a matter of first impression that the estoppel provision of § 315 was triggered when all appeal rights have been exhausted, rather than when examination has been completed.  Although Circuit Judge Reyna filed a dissenting opinion, that dissent related to an issue of anticipation.  As a result, Judge Reyna did not reach the § 315 issue.

Bettcher’s patent-in-suit was drawn to a power operated rotary knife used in the meat packing and commercial food industries.  The knife had a handle, including a motor and gear train, that supported an annular rotating blade assembly.  That assembly had a housing that rotatably carried the annular blade:

[image: image468.emf]
A jury concluded that the patent-in-suit was not invalid and not infringed.  Bunzl appealed from the district court’s denial of Bunzl’s motion for JMOL that the asserted claims were invalid for anticipation, and from the district court’s denial of Bunzl’s motion for a new trial on invalidity which raised the estoppel issue under § 315.  Bettcher cross-appealed from the district court’s denial of Bettcher’s motion for a new trial on infringement.

The Federal Circuit panel majority affirmed the district court’s denial of Bunzl’s motion for JMOL concluding, on highly specific facts, that the asserted claims were not anticipated by the asserted prior art.  Judge Reyna dissented on that issue, again on highly specific facts.  The Federal Circuit also affirmed the district court’s denial of Bettcher’s motion for a new trial on infringement.  However, the Federal Circuit panel majority (Judge Reyna did not reach this issue) reversed the district court’s denial of Bunzl’s motion for a new trial on invalidity – which raised issues of obviousness.

Specifically, after suit was filed, Bunzl filed a request for inter partes reexamination of the patent-in-suit.  That request was granted.  The examiner ultimately did not adopt the grounds of rejection proposed by Bunzl, and issued a Right of Appeal Notice.  Bunzl appealed the board, and that appeal was pending at the time of the appeal from the district court.  Subsequently, the board affirmed the examiner, confirming the validity of all claims subject to reexamination.

At the time when the examiner issued the Right of Appeal Notice, Bettcher requested the district court to exclude certain references that Bunzl was relying on to show invalidity.  Bettcher based that request on § 315(c) urging that Bunzl was estopped from asserting those references in the district court.  Bettcher argued that § 315 estoppel took effect when the examiner concluded examination and issued a Right of Appeal Notice.  The district court agreed, and excluded those references.  That, the Federal Circuit concluded, was error.

Section 315 provides (material in brackets added by the Federal Circuit):

(a) Patent owner. – The patent owner involved in an inter partes reexamination proceeding under this chapter –

(1) may appeal under the provisions of section 134 [i.e., to the Board] and may appeal under the provisions of sections 141 through 144 [i.e., to the Federal Circuit], with respect to any decision adverse to the patentability of any original or proposed amended or new claim of the patent; and

(2) may be a party to any appeal taken by a third-party requester under subsection (b).

(b) Third-party requester. – A third-party requester—

(1) may appeal under the provisions of section 134, and may appeal under the provisions of sections 141 through 144, with respect to any final decision favorable to the patentability of any original or proposed amended or new claim of the patent; and

(2) may, subject to subsection (c), be a party to any appeal taken by the patent owner under the provisions of section 134 or sections 141 through 144.

(c) A third-party requester whose request for an inter partes reexamination results in an order under section 313 is estopped from asserting at a later time, in any civil action arising in whole or in part under section 1338 of title 28, the invalidity of any claim finally determined to be valid and patentable on any ground which the third-party requester raised or could have raised during the inter partes reexamination proceedings. This subsection does not prevent the assertion of invalidity based on newly discovered prior art unavailable to the third-party requester and the Patent and Trademark Office at the time of the inter partes reexamination proceedings.

The Federal Circuit noted that when the estoppel of § 315(c) attaches was a question of first impression.

The Federal Circuit first noted that the estoppel provision, § 315(c), appeared after the “appeal” provisions, which the court concluded “strongly suggests that the phrase ‘finally determined’ [in § 315(c)] refers to the stage of the proceedings when the events contemplated by subsections (a) and (b) have run their course.”
  
The Federal Circuit also agreed with Bunzl that “final decision” in subsections (a) and (b) suggested that those did not constitute a “final determination” under subsection (c).

The Federal Circuit further found support for its conclusion in § 316 and § 317, and the general framework of reexaminations, i.e., new grounds for rejection may be introduced during appeal.  

The Federal Circuit concluded: “For the reasons discussed above, we hold that the estoppel provision of 35 U.S.C. § 315(c) applies only after all appeal rights are exhausted, including appeals to this court.”

X. ERRORS CORRECTABLE BY THE COURT
A. Background

In I.T.S. Rubber Co. v. Essex Rubber Co.,
 the Supreme Court held in 1926 that, in a patent infringement suit, the courts could properly interpret a patent to correct an obvious error – so-called “Essex errors.”  In Novo Industries L.P. v. Micro Molds Corp.,
 which involved a patent directed to a carrier assembly that held one of a plurality of vertical blinds, the asserted claim, after amendment during prosecution, called for “stop means formed on a rotatable with said support finger.”  Novo urged that the claim included an obvious typographical error that could be corrected by construction in one of two ways: (1) the claim could be “corrected by deleting three superfluous words (a rotatable with)” such that the claim would read:  “stop means formed on said support finger,” or (2) “the error could be corrected by deleting two words (with said)” such that the claim would read:  “stop means formed on a rotatable support finger.”  Micro Molds, on the other hand, urged that the addition of “a rotatable with” indicated an abandonment of coverage of a stop means on the support finger itself and thus the claim should not be construed to include a stop means on the support finger.  Rather, according to Micro Molds, the stop means had to be located on a separate “rotatable.”  Because the “rotatable” was not further identified, Micro Molds argued that the claim was invalid for indefiniteness.
The district court instructed the jury that “[t]he claim language includes an obvious typographical error, ‘a’ should be read as –and–.”  The jury found literal infringement as well as willful infringement.  On appeal, the Federal Circuit reversed.
The Federal Circuit noted that it had held in Southwest Software, Inc. v. Harlequin Inc.,
 that a “certificate of correction is only effective for causes of action arising after it was issued.”  Thus, for causes of action that arise before the correction becomes effective, the patent must be considered without the benefit of the certificate of correction.  The Federal Circuit reasoned that “[t]hus, if we were to hold that the district court was powerless to correct any and all errors when construing the patent, every patent containing an error that makes a claim indefinite would be invalid until and unless corrected by the PTO.  At the same time, the PTO properly refuses to correct truly minor errors in the section 255 process.”
  The Federal Circuit concluded: “We see no evidence that Congress intended to impose such a draconian result (barring any corrections by the district court) by the enactment of sections 255 and 254 or to change existing law in this respect.”

The Federal Circuit characterized the issue as:  “This case presents the question whether a district court can act to correct an error in a patent by interpretation of the patent where no certificate of correction has been issued.”  The Federal Circuit concluded that “under Essex, certain obvious errors in the patent can be corrected by the district court in construing the patent.”

On the other hand, the Federal Circuit reasoned that “[a]lthough we conclude that Congress intended to preserve the authority of the district courts to correct errors, we do not think that Congress intended that the district courts have the authority to correct any and all errors that the PTO would be authorized to correct under sections 254 and 255.”
  

The Federal Circuit concluded that “the district court can correct only Essex-type errors.  A district court can correct a patent only if (1) the correction is not subject to reasonable debate based on consideration of the claim language and the specification and (2) the prosecution history does not suggest a different interpretation of the claims.”
  In view of Novo’s suggestion of two different interpretations, the third interpretation suggested by the district court, Micro Molds’ suggestion to add “skirt” to “disk” to the claim, and the unclear prosecution history, Federal Circuit found that the error in Novo Industries did not fall within the district court’s authority to correct.
In Hoffer v Microsoft Corp.,
 the Federal Circuit subsequently held that a court may correct a harmless error in a patent that is not subject to reasonable debate.  In Hoffer, the claims had been renumbered by the examiner prior to issuance per standard practice.  A dependent claim, after such renumbering, erroneously referred to the original independent claim number.  The district court held that that the claims were invalid under § 112(2).  The Federal Circuit reversed emphasizing that the error was not reasonably subject to debate, and could be corrected by the district court.

In Group One, Ltd. v. Hallmark Cards, Inc. (Group One II),
 however, the Federal Circuit held that a district court may not correct an error in a patent claim even though it is evident from the prosecution history if the error is not evident from the face of the patent.

The asserted claim called for “stripping means (36) for separating the ribbon from said mechanical drive wheel means in order to prevent said ribbon from adversely affecting operation of said mechanical drive wheel means by adhering to said mechanical drive wheel means.”  There was an error in the claim that resulted from a PTO printing error.  The error was not evident from the language of the claim per se, but was readily evident from the prosecution history.

The district court held that the claim was invalid under § 112(2), and that the court was powerless to fix it.  The Federal Circuit affirmed reasoning that the error was not evident from the face of the patent.
The Federal Circuit concluded:  “The error here is not evident on the face of the patent.  The prosecution history discloses that the missing language was required to be added by the examiner as a condition for issuance, but one cannot discern what language is missing simply by reading the patent.  The district court does not have authority to correct the patent in such circumstances.”  [Court’s emphasis.]
  Accordingly, because there was no dispute that the omitted language was necessary for validity, the Federal Circuit affirmed.

In Ultimax Cement Manufacturing Corp. v. CTS Cement Manufacturing Corp.,
 however, the subject claim referred to “(f cl),” i.e., the chemical symbols for fluorine and chlorine, without a comma in between.  The district court refused to correct the error holding that the error was not apparent from the face of the patent.  A neutral expert, however, had testified that one of ordinary skill in the art would recognize that there should be a comma.

The Federal Circuit held that the district court had power to make the correction, reasoning “[w]e have held that ‘[a] district court can correct a patent only if (1) the correction is not subject to reasonable debate based on consideration of the claim language and the specification and (2) the prosecution history does not suggest a different interpretation of the claims.’ ” “[t]hose determinations must be made from the point of view of one skilled in the art.”
The Federal Circuit noted that the formula as claimed corresponded to no known formula, and that one of ordinary skill in the art would have known that the formula was missing a comma.
1. Although There May Be Multiple Alternatives For Correcting a Claim, a District Court Must View the Alternatives From the Point of View of One of Ordinary Skill in the Art: If All Three Alternatives Result in the Same Claim Scope, the District Court Has Power to Correct the Claim [image: image469.png]
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In CBT Flint Partners, LLC v. Return Path, Inc.,
 the district court granted summary judgment that the asserted claim was invalid under § 112(2) because of a drafting error, and that it did not have power to correct the same.  The district court denied the defendants’ request for attorney’s fees, but awarded the defendants costs, including e-discovery costs.  On appeal, the Federal Circuit reversed finding that the district court had power to correct a drafting error when three proffered alternatives did not change the claim scope.

CBT’s patent-in-suit was drawn to methods and systems for charging a fee for sending unsolicited e-mail, i.e., “spam.”  In the system:

[image: image472.emf]
when a sending party sent a spam message to a receiving party 5, the system residing at the Internet Service Provider (ISP) 5 determined whether the sender was an authorized sending party, i.e., whether the sender had agreed to pay a fee in return for allowing its spam e-mail to be forwarded over the network.  If the sender was authorized, then the e-mail would be delivered.  If the sender was not authorized, then the system sent a message to the sending party with an option to pay the requisite fee.

Claim 13 called for:

13. An apparatus for determining whether a sending party sending an electronic mail communication directed to an intended receiving party is an authorized sending party, the apparatus comprising:

a computer in communication with a network, the computer being programmed to detect analyze the electronic mail communication sent by the sending party to determine whether or not the sending party is an authorized sending party or an unauthorized sending party, and wherein authorized sending parties are parties for whom an agreement to pay an advertising fee in return for allowing an electronic mail communication sent by the sending party to be forwarded over the network to an electronic mail address associated with the intended receiving party has been made. (emphasis added)

The alleged indefiniteness related to the phrase “detect analyze.”

The district court granted summary judgment holding that claim 13 was invalid under § 112(2).  The district court agreed with the parties that the claim contained a drafting error, but determined that there were three possible corrections:  (1) delete the word “detect,” (2) delete the word “analyze,” or (3) add the word “and” between the words “detect” and “analyze.”  The district court held that based on the claim language and the specification there was a reasonable debate concerning which alternative was correct.  The district court further noted that one of the inventors – who had also prosecuted the patent – had testified that he could have intended any one of the three possible alternatives.  The district court concluded that under Novo Industries it was not authorized to correct the error.

CBT argued that the question vis-à-vis indefiniteness was whether the claim would have the same meaning under all of the alternatives such that the public was on notice of the claim’s scope.  The defendants argued that under Novo Industries the district court lacked power to correct the claim because there were at least three reasonable corrections.  The defendants further argued that claim construction – and claim scope – could only be determined after correcting any errors, and therefore it would be improper to consider claim scope before determining whether the error could be corrected.

The Federal Circuit agreed that claim 13 was not indefinite “we do so ultimately by holding that there is an obvious and correctable error in the claim, the construction of which is not subject to reasonable debate.”

The Federal Circuit relied principally on its holding in Ultimax that “in deciding whether it had authority to correct a claim, a district court must consider any proposed correction ‘from the point of view of one skilled in the art.’ * * * Although the district court found that there are ‘at least three alternatives that appear to be equally reasonable,’ * * * the court here failed to consider those alternatives from the point of view of one skilled in the art. Specifically, the district court failed to recognize that the claim contained an obvious error, which is confirmed by the fact that a person of skill in the art would find the claim to have the same scope and meaning under each of the three possible meanings that the court found reasonable. We conclude that it does, and therefore that the district court had the requisite authority to make a correction to claim 13 of the ’550 patent.”

The Federal Circuit specifically rejected the defendants’ contention that correction must precede claim construction reasoning that “[a]ny correction of a claim has to be consistent with the invention ‘described in the specification and drawings of the original patent.’ * * * A court therefore must consider how a potential correction would impact the scope of a claim and if the inventor is entitled to the resulting claim scope based on the written description of the patent.”

The Federal Circuit first considered claim scope if “detect” were deleted.  In that event, the claim would require that the computer be programmed to analyze the e-mail.  However, the Federal Circuit reasoned, “[i]n order to analyze an e-mail, the system would necessarily have to first detect the e-mail. Thus, the scope of claim 13, if construed or corrected in this manner, would require that an e-mail be detected and analyzed.”

Under the second alternative, if “analyze” was deleted, according to the Federal Circuit, the claim would require that the computer be programmed to detect the e-mail, and then “determine whether or not the sending party is an authorized sending party or an unauthorized sending party.” But, the Federal Circuit reasoned, the “determining step must include some form of analysis of the e-mail. Merely detecting an e-mail does not determine whether the user is an authorized sending party. * * * Therefore, even under that interpretation, the scope of claim 13 would require that an e-mail be detected and analyzed.”

The third alternative was to add the word “and” between the words “detect” and “analyze.”  The Federal Circuit deemed that as correcting an obvious error:  “The addition of the word ‘and’ corrects an obvious error. The appropriateness of that correction is confirmed by the fact that the specification indicates that is the proper meaning of the claim. It also results in the same claim scope as for the first two possible interpretations, requiring that the computer be programmed to detect an e-mail and to analyze it in order to determine whether the sender is authorized. This interpretation explicitly reflects the reasonable scope of the claim.”

The Federal Circuit concluded that “[b]ecause each of the three proposed reasonable interpretations would result in the same claim scope, requiring that the computer be programmed to ‘detect and analyze’ the e-mail, a person of skill in the art would readily know that the meaning of the claim requires insertion of the word ‘and’ between the words ‘detect’ and ‘analyze.’ ”  The court found further support for the same in the specification.

The Federal Circuit further found that the district court had erred by placing too much reliance on the inventor’s testimony:  “Although we agree that the testimony of a person of skill in the art may be relevant to a court’s decision on the meaning of a claim, * * * we do not agree with the district court’s interpretation of Santos’s [the inventor’s] testimony. Santos’s confused statements that the district court relied on merely related to his recollection of how he intended to draft the claim. Moreover, the court ignored Santos’s testimony that the meaning of claim 13 would be the same under any of the three proposed interpretations, and that detection as well as analysis are both necessary to determine whether the sending party was authorized. * * * We therefore conclude that Santos’s testimony supports CBT’s proposed reading of claim 13, requiring that the computer be programmed to “detect and analyze” the e-mail.”

2. “[a] district court can correct a patent only if (1) the correction is not subject to reasonable debate based on consideration of the claim language and the specification and (2) the prosecution history does not suggest a different interpretation of the claims” and that determination “must be made from the point of view of one skilled in the art” [image: image473.png]


 
In Rembrandt Data Technologies, LP v. AOL, LLC,
 the Federal Circuit, inter alia, affirmed the district court’s grant of summary judgment that certain claims in one of the patents-in-suit were invalid under § 112(2) as being indefinite because those claims contained both apparatus and method limitations, under the rationale of IPXL Holdings, L.L.C. v. Amazon.com, Inc.
  The Federal Circuit refused to rewrite a method limitation as an apparatus limitation in light of dependent claims.

Rembrandt sued AOL, LLC; Cavalier Telephone, LLC, DirectTV, Inc.; Canon U.S.A., Inc., Canon Business Solutions, Inc., and Canon Information Technology Services, Inc. (collectively, “Canon”) and Hewlett-Packard Company (“HP”) alleging infringement of four patents.  Rembrandt later stipulated to dismissal of two of those patents.  AOL, Cavalier, and DirectTV were later dismissed, leaving only Canon and HP.  The remaining two patents-in-suit were drawn to certain computer modems.

Claim 3 of one of the patents-in-suit called for:

3. A data transmitting device for transmitting signals corresponding to an incoming stream of bits, comprising:

first buffer means for partitioning said stream into frames of unequal number of bits and for separating the bits of each frame into a first group and a second group of bits;

fractional encoding means for receiving the first group of bits of each frame and performing fractional encoding to generate a group of fractionally encoded bits;

second buffer means for combining said second group of bits with said group of fractionally encoded bits to form frames of equal number of bits; trellis encoding means for trellis encoding the frames from said second buffer means; and

transmitting the trellis encoded frames.

Claims 4-11 were dependent from claim 3.

The preamble and first three limitations of claim 3 were drawn to apparatus.  The final limitation, “transmitting the trellis encoded frames,” however, recited a method.  The district court, under the analysis of IPXL Holdings (“reciting both an apparatus and a method of using that apparatus renders a claim indefinite under section 112, paragraph 2”) held the claims invalid under § 112(2) for indefiniteness.

Dependent claims 7 and 8 referred to “said transmitter section.”  Rembrandt urged the court to insert “transmitter section for” in the final limitation to correct what Rembrandt contended was an obvious administrative or typographical error.  The Federal Circuit refused.

The Federal Circuit noted that in Novo Industries, L.P. v. Micro Molds Corp.,
 the Federal Circuit had held that “[a] district court can correct a patent only if (1) the correction is not subject to reasonable debate based on consideration of the claim language and the specification and (2) the prosecution history does not suggest a different interpretation of the claims.”

Rembrandt urged that the Federal Circuit in Ultimax Cement Manufacturing Corp. v. CTS Cement Manufacturing Corp.,
 add that such determination “must be made from  the point of view of one skilled in the art.”  The Federal Circuit was not persuaded because in Ultimax the court merely added a comma to a chemical formula because the plaintiff demonstrated that the claimed formula corresponded to no known mineral, and one of ordinary skill in the art would have known that the formula should have contained a comma.

Here, the Federal Circuit wrote, “Rembrandt seeks to have this court substantively re-draft its claims and has not demonstrated that a skilled artisan would have read its proposed language into the claim. As the district court noted, the correction suggested by Rembrandt is ‘not minor, obvious, free from reasonable debate or evident from the prosecution history.’ * * * This court will not redraft Rembrandt’s claim.”

XI. INTERFERENCES
A. Interference-in-Fact

1. Federal Circuit Reiterates That “[a]n interference exists if the subject matter of a claim of one party would, if prior art, have anticipated or rendered obvious the subject matter of a claim of the opposing party and vice versa.” [image: image474.png]


 [image: image475.png]


 
In Genetics Institute, LLC v. Novartis Vaccines and Diagnostics, Inc.,
 the Federal Circuit concluded that it retained appellate jurisdiction over an appeal from a district court’s resolution of a patent-patent interference under § 291, even though one of the patents had expired after the district court’s judgment.

The underlying technology related to truncated forms of a protein called Factor VIII.  Factor VIII was a blood-clotting protein that circulated in an inactive state, and became activated through a chain of reactions known as the “blood-clotting cascade.”  That caused formation of a blood clot to stop bleeding from damaged blood vessels. Defects in the gene encoding Factor VIII resulted in hemophilia A, a genetic disorder associated with prolonged bleeding.
One of the patents-in-interference (the ‘112 patent), assigned to Genetics, issued on September 19, 1989, and claimed priority to April 12, 1985.  The ‘112 patent had an expiration date of September 19, 2006.  However, in 2000, Genetics obtained a patent term extension under 35 U.S.C. § 156 due to the time consumed by testing and regulatory review of ReFacto®, the commercial embodiment of its recombinant Factor VIII protein.  The PTO granted an extension to February 28, 2010.

Novartis Vaccines and Diagnostics, Inc. was the assignee of the other two patents-in-interference, namely the ’620 and ’447 patents. Those patents claimed priority from an application filed January 27, 1986.
Genetics sued Novartis to determine priority of invention under § 291.  Novartis moved to dismiss urging that (1) the patent term extension under § 156 did not apply to the ‘112 patent as a whole, but rather only to certain claims, and (2) there was no interference in fact.  The district court held that the patent term extension applied to all claims in the ‘112 patent, but granted Novartis’ motion to dismiss for lack of an interference in fact.  On appeal, a divided Federal Circuit affirmed.

The Federal Circuit reiterated that:

An interference in fact under § 291 requires that the two patents claim “the same or substantially the same subject matter.” * * * Interfering subject matter is defined by courts in the same manner as in the PTO—by using the “two-way test.” * * * Under the PTO’s regulations, “[a]n interference exists if the subject matter of a claim of one party would, if prior art, have anticipated or rendered obvious the subject matter of a claim of the opposing party and vice versa.” * * * In other words, for two claims to interfere, each claim must anticipate or render obvious the other; failure of either claim to anticipate or render obvious the other defeats the test for interfering patents.

On highly technical, factual grounds, the Federal Circuit panel majority concluded that an interference in fact did not exist between the ‘112 patent and the Novartis patents.  Circuit Judge Dyk dissented, again on highly technical factual grounds, and concluded that the two-way analysis was satisfied.  Judge Dyk therefore concluded that there was an interference in fact.

B. Barred By § 135(b)

1. To Overcome a § 135(b) Bar For a Post-Critical Date Claim, an Applicant Must Show That Such Claim is Not Materially Different From a Pre-Critical Date Claim Present in the Application or Any Predecessor Thereto in Order to Obtain the Benefit of the Earlier Filing Date: Any Claims Filed Within the Critical Period, Whether or Not Later Cancelled, May Provide Pre-Critical Date Support for the Later Filed Patent Claim(s), So Long as the Pre-Critical Date Claims Are Not Materially Different From the Later Filed Claim(s) [image: image476.png]-
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Section 135(b)(1) provides:

A claim which is the same as, or for the same or substantially the same subject matter as, a claim of an issued patent may not be made in any application unless such a claim is made prior to one year from the date on which the patent was granted.

In Corbett v. Chisholm,
 the CCPA in 1977 provided a limited exception, namely “where the copier had already been claiming substantially the same invention as the patentee” during the critical time period.

In Adair v. Carter,
 the Federal Circuit reiterated the foregoing narrow exception, and rejected Adair’s argument that material differences between the post- and pre-critical date claims must be assessed based on a copied patent claim.  The Federal Circuit affirmed the PTO board’s conclusion that Adair’s interference with junior party Carter was barred by § 135(b)(1).

In 2005, Adair filed an application with a preliminary amendment requesting an interference with Carter’s patent.  The suggested count involved humanized antibodies.  The board in 2010 declared the interference identifying several claims of Carter’s patent as corresponding to the count, along with claim 24 of Adair’s application.  The board gave Adair priority benefit of a PCT application filed in 1990 which claimed priority to a British application filed in 1989.

Carter’s patent claim 66 was deemed representative:

66. A humanized antibody heavy chain variable domain comprising non-human Complementarity Determining Region (CDR) amino acid residues which bind antigen incorporated into a human antibody variable domain, and further comprising a Framework Region (FR) amino acid substitution at a site selected from the group consisting of: 24H [H=heavy], 73H, 76H, 78H, and 93H, utilizing the numbering system set forth in Kabat.

Adair’s corresponding application claim 24 provided:

24. A humanised antibody comprising a heavy chain variable domain comprising non-human complementarity determining region amino acid residues which bind an antigen and a human framework region wherein said framework region comprises a non-human amino acid substitution at a residue selected from the group consisting of 23, 24, 49, 71, 73, and 78, and combinations thereof, as numbered according to Kabat.

The critical date was June 18, 2003 – namely one year after issuance of Carter’s patent.  Because claim 24 had not been presented until after that critical date, Adair relied on pre-critical date claims 1 and 16 of the PCT application.

Claims 1 and 16 called for:

1. A CDR-grafted antibody heavy chain having a variable region domain comprising acceptor framework and donor antigen binding regions wherein the framework comprises donor residues at at least one of positions 6, 23 and/or 24, 48 and/or 49, 71 and/or 73, 75 and/or 76 and/or 78 and 88 and/or 91.

16. A CDR-grafted antibody heavy or light chain or molecule according to any one of the preceding claims comprising human acceptor residues and non-human donor residues.

The PTO board rejected Adair’s argument that claims 1 and 16 provided pre-critical date support for claim 24 because (1) the PCT claims were not patentable to Adair; (2) Adair added limitations to overcome an examiner’s rejection; and (3) material differences presumptively existed between the post- and pre-critical date claims that Adair failed to rebut. On rehearing, the board rejected Adair’s argument that materiality must be “determined in view of the patent claims being copied” and declined to compare Adair’s post- or pre-critical date claims with copied claim 66 from Carter’s patent.  The Federal Circuit affirmed.

Adair argued that In re Berger,
 and Regents of the University of California v. University of Iowa Research Foundation,
 required an assessment of material limitations based on the “identity” between a post-critical date claim and copied claim 66 from Carter’s patent.  That is, an assessment of materiality not based on the post-critical date claim standing alone.  The Federal Circuit rejected that argument.

The Federal Circuit first concluded that “[t]he court [in Corbett] did not establish any rule requiring some sort of threshold assessment of which limitations of the copied patent claim are material before determining whether material differences exist between post- and pre-critical date claims.”
  The Federal Circuit secondly concluded that “[t]his court [in Berger] affirmed the Board’s analysis based only on the material differences between the post- and pre-critical date claims.”
 The Federal Circuit thirdly noted that “[i]n Regents, this court expressly approved an analysis of material differences based solely on a comparison of the post- and pre-critical date claims in order to obtain the benefit of the earlier filing date.”

The Federal Circuit concluded:

For these reasons, this court holds that to overcome a § 135(b) bar for a post-critical date claim, an applicant must show that such claim is not materially different from a pre-critical date claim present in the application or any predecessor thereto in order to obtain the benefit of the earlier filing date. Any claims filed within the critical period, whether or not later cancelled, may provide pre-critical date support for the later filed patent claim(s), so long as the pre-critical date claims are not materially different from the later filed claim(s).

Adair also argued that the board had erred in applying the principles of Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co.,
 in the context of an interference to conclude that a limitation added to a claim in response to a rejection that results in allowance is presumed to be necessary to patentability and therefore “material.”  The Federal Circuit disagreed:  “When an applicant adds limitations in response to an examiner’s rejection, and those limitations result in allowance, there exists a well established presumption that those limitations are necessary to patentability and thus material. * * * This presumption applies with equal force in the interference context. * * * Here, because Adair cancelled claims 1 and 16 of the PCT Application in response to the examiner’s rejections, and added limitations into what eventually became claim 24 of the ’261 Application to secure allowance, the Board properly presumed material differences between Adair’s post- and pre-critical date claims. Adair failed to rebut this presumption.”

C. Appellate Review

1. § 291 Actions

a) Federal Circuit Retains Appellate Jurisdiction in § 291 Action Despite That One of the Patents in Interference Expired Following District Court Judgment [image: image477.png]
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In Genetics Institute, LLC v. Novartis Vaccines and Diagnostics, Inc.,
 the Federal Circuit concluded that it retained appellate jurisdiction over an appeal from a district court’s resolution of a patent-patent interference under § 291, even though one of the patents had expired after the district court’s judgment.

The underlying technology related to truncated forms of a protein called Factor VIII.  Factor VIII was a blood-clotting protein that circulated in an inactive state, and became activated through a chain of reactions known as the “blood-clotting cascade.”  That caused formation of a blood clot to stop bleeding from damaged blood vessels. Defects in the gene encoding Factor VIII resulted in hemophilia A, a genetic disorder associated with prolonged bleeding.
One of the patents-in-interference (the ‘112 patent), assigned to Genetics, issued on September 19, 1989, and claimed priority to April 12, 1985.  The ‘112 patent had an expiration date of September 19, 2006.  However, in 2000, Genetics obtained a patent term extension under 35 U.S.C. § 156 due to the time consumed by testing and regulatory review of ReFacto®, the commercial embodiment of its recombinant Factor VIII protein.  The PTO granted an extension to February 28, 2010.

Novartis Vaccines and Diagnostics, Inc. was the assignee of the other two patents-in-interference, namely the ’620 and ’447 patents. Those patents claimed priority from an application filed January 27, 1986.
Genetics sued Novartis to determine priority of invention under § 291.  Novartis moved to dismiss urging that (1) the patent term extension under § 156 did not apply to the ‘112 patent as a whole, but rather only to certain claims, and (2) there was no interference in fact.  The district court held that the patent term extension applied to all claims in the ‘112 patent, but granted Novartis’ motion to dismiss for lack of an interference in fact.  On appeal, a divided Federal Circuit affirmed.

The district court had entered judgment on February 25, 2010, and the ‘112 patent expired on February 28, 2010.  Novartis filed a motion to dismiss in the Federal Circuit asserting that the court lacked subject matter jurisdiction after the patent had expired.  The court denied the motion and called for further briefing with the briefs on the merits.

Novartis relied on Albert v. Kevex Corp.
  The Federal Circuit distinguished Albert, and concluded that § 291, unlike § 135, could cover expired patents.

Section 291 provides:

The owner of an interfering patent may have relief against the owner of another by civil action, and the court may adjudge the question of the validity of any of the interfering patents, in whole or in part. The provisions of the second paragraph of section 146 of this title shall apply to actions brought under this section.

The Federal Circuit noted that in Albert, Albert had asserted that claims of his patent interfered with claims of a patent owned by Kevex.  Kevex subsequently filed a disclaimer with the PTO disclaiming the allegedly interfering claims.  The district court held that the filing of the disclaimer mooted the interference issue, but proceeded to decide various invalidity contentions, and granted Albert summary judgment that claims in the Kevex patent were invalid.

On appeal, the Federal Circuit held that § 291 was jurisdictional, and after the filing of the disclaimer, the district court lost subject matter jurisdiction.  The Federal Circuit, however, refused to extend Albert to patent expirations for three reasons.

The Federal Circuit first reasoned that filing a disclaimer of certain claims resulted in treating those claims as if they had “never existed.”  Unlike disclaimed claims, the Federal Circuit reasoned, an expired patent is not treated as if it had “never existed.”  For example, an action for damages may be filed up to six years following expiration.

Second, the ‘112 patent was apparently the subject of another suit, and a determination whether the ‘112 patent interferes with and has priority over the Novartis patent would directly affect that suit.

Third, the Federal Circuit noted that § 291 referred to two “interfering patents” while § 135 referred to declaring an interference between a pending application and “any pending application, or * * * any unexpired patent.”  

The Federal Circuit concluded that “[i]n view of the substantial differences between a disclaimer and an expiration, we decline to extend the holding in Albert to patent expiration situations. Accordingly, we hold that the expiration of the ’112 patent following the district court’s final decision does not strip our court of jurisdiction over the present appeal.”

2. § 146 Actions

a) Live Testimony Triggers De Novo Fact Finding: Because a § 146 Action is a New Civil Proceeding Subject to De Novo Fact Finding, the Burden of Persuasion Rests on the Junior Party: Where PTO Board Applies the Preponderance of the Evidence Standard in an Interference Involving Co-Pending Applications, District Court Applies Same Standard in Subsequent § 146 Action [image: image479.png]



Two related appeals, Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck I),
 and Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck II),
 involved the same parties and subject matter, and both were appeals from the District of Nebraska.  The appeals were heard on the same day.  Streck I, authored by Circuit Judge Newman, was a § 146 action following an interference decided by the PTO Board of Patent Appeals and Interferences.  The opinion in Streck I was dated October 20, 2011.  Streck II, authored by Circuit Judge O’Malley, was an appeal from an infringement trial.  The opinion in Streck II was dated January 10, 2012.

Streck I addressed various procedural issues in § 146 actions, as well as priority of invention, and will be discussed here.  Streck II will be discussed elsewhere in conjunction with the issues raised in that case.

In Streck I, the district court awarded priority to the senior party, Streck, Inc., contrary to the decision by the PTO board.  The junior party, Research & Diagnostic Systems, Inc. (“R&D”), on appeal, raised issues concerning (1) the procedures, burdens, and standards for a § 146 action, as well as (2) whether the district court decision was correct. The Federal Circuit affirmed, concluding that the district court had followed the correct procedures, burdens and standards for § 146 actions, and that the district court’s award of priority to senior party Streck, Inc. was correct.

Streck filed suit in 2006 asserting that R&D was infringing three patents generally drawn to “controls” used to test whether a hematology instrument, used to analyze samples of blood, and measure the different types of blood cells in a sample, was working accurately.

Patent A was the invention of a Streck employee, Dr. Ryan.  Patents B and C were the inventions of Dr. Ryan and another Streck employee, Scholl.

R&D contended, inter alia, that the Streck patents were invalid because an R&D employee, Dr. Johnson, was the prior inventor of the same invention as disclosed in Streck’s patents.

The infringement case (Streck II) was tried to a jury.  Priority of invention involved both testimony and documents submitted by both sides – some seventeen witnesses and almost 200 exhibits.  The jury was instructed:

R&D must prove by clear and convincing evidence (1) that before the patentee reduced his invention to practice, Dr. Alan Johnson reduced to practice a product or method that included all of the elements of [the asserted claims]; and (2) that Dr. Alan Johnson did not abandon, suppress, or conceal his invention before October 18, 1999.

That instruction was part of a special interrogatory for each of eight patent claims:

Has R&D proven by clear and convincing evidence that Dr. Johnson was the first to invent [the specific claim] and did not abandon, suppress or conceal that invention?

The jury answered “No” with respect to each claim. Judgment was entered on October 29, 2009.

The PTO interference proceeded in parallel – the district court had denied R&D’s request to stay the infringement proceeding.  The interference involved five Ryan and Scholl (Streck) patents, including the three patents in the infringement action, having an earliest filing date of August 20, 1999, and a Johnson application (R&D) having an earliest filing date of October 18, 1999.  

The PTO board awarded priority to Johnson (R&D), the junior party, on November 2, 2009, a few days after judgment had been entered in the infringement action.  Streck then filed a § 146 action in the Nebraska district court, and the case was assigned to the same judge handling the infringement action.  The district court reversed the PTO board, and awarded priority to Ryan and Scholl (Streck).  

R&D filed appeals in both the infringement and § 146 actions.  The Federal Circuit heard the appeals on the same day.  The parties agreed that if the Federal Circuit affirmed the district court in the § 146 action, that could affect the appeal in the infringement action.  Accordingly, the Federal Circuit issued its opinion in the § 146 action first.

District Court Procedure

De Novo Fact Finding

In accordance with § 146, the PTO interference record was admitted.  The district court stated that “[t]he record now before the court includes live testimony, evidence that was not presented to the Board, and evidence that conflicts with that provided to the Board. Over fifty exhibits were admitted in the infringement trial that were not considered by the Board in the Interference Action.”

The district court also observed that it had an obligation to find the facts vis-à-vis priority de novo on the entirety of the PTO interference record and the evidence adduced during the infringement trial.  R&D objected, urging that the district court in a § 146 action must accept the findings of the board if those findings were supported by substantial evidence in the PTO record. 

The district court disagreed noting that in Winner International Royalty Corporation v. Wang,
 the Federal Circuit held that “the admission of live testimony on all matters before the Board in a section 146 action, as in this case, makes a factfinder of the district court and requires a de novo trial.” In Winner, the Federal Circuit held that the district court must find the facts de novo, even if “the live testimony before the district court might be of the same or similar to testimony before the Board in the form of affidavits and deposition transcripts.” The Federal Circuit stated that “our holding also establishes a clear rule that live testimony admitted on all matters that were before the Board triggers a de novo trial.”

R&D also urged that the district court only makes de novo findings when new evidence conflicts with evidence before the PTO board.  The Federal Circuit disagreed: “Neither statute nor precedent supports such a distinction, whose impracticality was explored in Winner:

[I]f the test for determining whether de novo adjudication is appropriate were based on exactly what the witness said in the district court and whether it was truly ‘new or different’ than what was disclosed in affidavits and deposition transcripts of the same or other witnesses before the Board, then the district court, and this court on appeal, would be required to search nearly line-by-line through the respective records as to each witness and issue to determine which standard applied. Aside from being difficult, such a test would provide scant guidance for a prospective litigant attempting to discern which standard would apply should it file a section 146 action.

The Federal Circuit explained that the importance of de novo fact finding was exemplified here where the district court had access to testimony and unredacted documents that the PTO board did not:

The circumstances of this case highlight the importance of interpreting § 146 as we have to date and continue to do here. The Board premised its factual findings on the sworn statements and documents submitted to it. The statements did not allow for live credibility assessments, however, and the documents submitted to the Board were highly redacted. As discussed below, the district court expressly found, upon examination of the unredacted documents and with the benefit of live testimony from the declarants, that many of the representations upon which the Board relied were not accurate or credible. In other words, the nature of the administrative proceeding limited the scope of the Board’s inquiry and potentially the accuracy of its fact finding. Section 146 recognizes that, while the Board is fully capable of assessing all matters presented to it, there are inherent limits to its fact finding function that arise from the sterile nature of a proceeding that is limited to documentary and declaration or deposition evidence.

Burden of Proof
R&D argued that the burden of proof should have rested on Streck in the § 146 action because Streck had lost PTO interference, and that the appellant usually bears the burden of proof in appeals.  Streck argued that the district court had correctly preserved the burden of proof in priority contests, namely the junior party bears the burden of overcoming the filing date of the senior party.  Streck urged that because a § 146 action was a de novo proceeding, it was not an “appeal.”

The Federal Circuit held that “[b]ecause, as discussed above, a § 146 action is a new civil proceeding subject to de novo determination, the district court properly placed the burden of persuasion on R&D.”

Standard of Proof
Because the parties’ applications were at a time co-pending in the PTO, the board applied the preponderance of the evidence standard of proof.  The district court adopting the same standard in the § 146 case, but recognized that in the infringement action, the jury had been instructed that invalidity must be proved by clear and convincing testimony.

The district court stated that for the § 146 action “[t]he court will independently review those facts presented at trial and in the interference proceeding and will apply the preponderance of evidence standard in analyzing those facts.”

The Federal Circuit agreed “that the standard of proof in this § 146 proceeding was by a preponderance of the evidence and was, as the parties note, a lesser burden than was imposed on R&D in the infringement proceeding, where invalidity based on R&D’s asserted prior invention was required to be proved by clear and convincing evidence.”

Merits
As noted above, the patents-in-suit were drawn to “controls” of known blood compositions used to check hematology instruments for accuracy.  The inventions were an “integrated reticulocyte control,” which contained at least a reticulocyte component combined with a white blood cell component capable of identifying the five types of white blood cells: lymphocytes, monocytes, neutrophils, eosinophils, and basophils.

The § 146 action used the same interference count as in the PTO interference:

A hematology control composition comprising:

a) a stabilized reticulocyte component; and

b) a fixed and stabilized white blood cell component capable of exhibiting a five-part differential.

In the § 146 action, R&D did not contest that work by Ryan (Streck) in November-December 1993 constituted conception of the subject matter of the interference count.  Thus, Streck was both senior party and first to conceive.

The district court found, and R&D agreed, that Ryan reduced the subject matter of the count to practice beginning in 1997, and continuing into 1998 and 1999.  R&D argued, however, that although Johnson was second to conceive, he had reduced the invention to practice between Ryan’s filing date and before Ryan’s actual reduction to practice.  R&D also argued that Ryan had not shown diligence from his date of conception to his actual or construction reduction to practice.  The Federal Circuit disagreed.

The Federal Circuit reiterated that “[t]o establish an actual reduction to practice, it is necessary to show that the claimant had possession of the subject matter of the count and that it was shown or known to work for its intended purpose. * * * When testing is needed to establish that an invention worked for its intended purpose, the inventor must have recognized that the tests were successful.”

R&D relied on two experiments that Johnson had run in 1996 using combined existing white blood cells and recticulocyte controls.  The district court, however, found that those experiments were directed toward determining the stability of the combination of components, not whether the measuring instrument correctly performed the analysis.  R&D did not dispute that finding, but argued that testing of stability was sufficient to meet the count in interference.  

The district court found that the purpose of the invention was to provide a control that accurately measured the components and thus such testing was required in order to know whether the control would work for its intended purpose.  The Federal Circuit concluded that “[t]he district court was correct in holding that for actual reduction to practice the control must have been shown to be effective for its control purpose: that is, determining the accuracy of the instrument.”

The district court also found that R&D’s evidence “consists mainly of the uncorroborated testimony of the inventor, Dr. Johnson, that he created a composition and it worked,” and that there was “no evidence of precisely what went into the compositions that Dr. Johnson later deemed successful.” 

The Federal Circuit noted that “[t]he sufficiency of testing to show an invention works for its intended purpose is a factual issue,” and that “[t]he district court made findings, including findings of credibility and weight, and applied the law to the found facts. The district court’s findings of fact have not been shown to be clearly erroneous, and the court stated and applied the correct law of reduction to practice. The court correctly held that R&D did not establish an actual reduction to practice in its 1996 experiments. R&D proffered no other evidence purporting to show reduction to practice before Streck’s actual reduction to practice.”

Accordingly, the Federal Circuit held that the district court had properly awarded priority to Ryan and Streck.

XII. INVENTORSHIP
A. Joint Inventorship

1. A Putative Inventor Who Envisioned the Structure of a Novel Genus of Chemical Compounds and Contributes the Method of Making That Genus Contributes to the Conception of That Genus: 

Based on Rule That Conception of a Compound Requires Knowledge of Both the Chemical Structure of the Compound and an Operative Method of Making It 

But That Does Not Necessarily Mean That the Inventor of a Method of Making a Genus of Compounds is a Co-Inventor of All Species Within That Genus[image: image480.png]-
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In Falana v. Kent State University,
 the Federal Circuit so held, distinguishing statements in Bd. of Educ. v. Am. BioSci., Inc.
 to the contrary.

Falana filed suit seeking correction of inventorship under § 256 of a patent assigned to Kent State.  Falana asserted that he was an omitted co-inventor.  The district court, following a bench trial, agreed with Falana and ordered the PTO to issue a certificate of correction adding Falana as a named inventor.  The district court also declared the case “exceptional” under § 285, and awarded an unspecified amount of attorney’s fees to Falana.  On appeal, the Federal Circuit affirmed on the inventorship issue, and did not address the award of attorney’s fees finding that portion of the judgment was not yet final because the amount of attorney’s fees had not been determined.

Kent Displays, Inc. (KDI) was a privately owned spin-off technology company from Kent State University.  KDI designed and manufactured liquid crystal displays (LCDs).  In 1997, KDI began a research program to develop chiral additives that could be used to improve the performance of LCDs.  Dr. Joseph Doane, Chief Science Office of KDI, hired Dr. Alexander Seed to work on the project.  Doane and Seed sought to develop a temperature independent additive that would allow LCDs to work over a wide temperature range.

Seed, because of time constraints, was not personally able to conduct the laboratory research necessary, and in September 1997, placed an advertisement for a post-doctoral researcher to synthesize chiral organic molecules for the project.  Seed selected Falana, who started with KDI on January 1, 1998.  Both Seed and Falana were listed as “Co-Research Institution Investigators” on grant applications filed with the National Science Foundation.

Falana was to work independently and pursue his own ideas while working on the project.  Seed, Falana and Doane were physically located together and regularly interacted on the research project.  Falana synthesized a number of compounds, some as suggested by Seed, and some “of his own accord.”  Those compounds were then tested by Dr. Asad Khan for, inter alia, performance over a range of temperatures.  Khan reported his results to Seed, Falana, and Doane.  Seed described it as “very much a team process.”

In March 1999, Falana developed a synthesis protocol for making a novel class or genus of compounds: naphthyl substituted TADDOLs.  Using that protocol, Falana synthesized ‘Compound 7) which was found, after testing to exhibit substantial temperature independence between -20 and +30 degrees Celsius, but not outside that range.  Thus, Compound 7 was a “great improvement,” but did not satisfy the goals of the project.

In April 1999, Doane wrote a letter to the Immigration and Naturalization Service, supporting Falana’s immigration status, in which he described Falana as “the sole organic chemist responsible for the synthesis of the chiral materials” and that “his outstanding performance led to a patent we are currently preparing and a proposal we have submitted to [the National Science Foundation].” Falana resigned from KDI and Kent State in September 1999.

Seed, in early 2000, synthesized Compound 9, a naphthyl substituted TADDOL, using Falana’s synthesis protocol.  Compound 9 exhibited substantial temperature independence between -20 and +70 degrees Celsius and, satisfied the goals of the project.

In 2000, KDI and Kent State filed a provisional application that ultimately matured into the patent-in-suit.  The named inventors were Doane, Khan and Seed.

Claim 1 called for:

1. An optically active compound of the formula:

[image: image481.emf]
where the R2 and R3 groups are a lower alkyl group or an aryl or biaryl unit while the R1 groups independently each are a hydroxyl, alkoxyl, aryloxy, or arylalkoxy group, the R groups each represent a group as follows:

A1—[—Z—]q—A2—

where A1 is an aromatic group, an acyclic aliphatic group, or an alicyclic group, and A1 can be a substituted or unsubstituted, Z is a group selected from —O—, —OCO—, or —S—, and the coefficient q is 0 or 1 or Z is (CH2)nO where the coefficient n is 0 to 5 and the coefficient q is 1, and A2 is a bivalent radical of a naphthalene group, and the cyclic structure of A2, or A1 if it is cyclic, can be heterocyclic.

The specification disclosed Falana’s synthesis protocol as the protocol utilized to synthesize the claimed class of chiral compounds.

When Falana learned of the patent and that he had not been listed, he filed suit for correction of inventorship.  Ultimately, all defendants were dismissed except Kent State and Seed (collectively “Kent State”).
Kent State urged the district court to construe the claims of the patent-in-suit to require an RR enantiomer that provides a substantially temperature independent helical twisting power (“HTP”), wherein “substantially temperature independent HTP” is further defined as having a maximum change in peak reflection of 30 mm or less across a temperature range of +10°C to +50°C.  The district court construed claim 1 (and another independent claim) as requiring an RR enantiomer, but refused to read limitations into the claims concerning a substantially temperature independent HTP.  The district court, after a bench trial, concluded that Falana had contributed to conception of the claimed invention by, inter alia, development of the synthesis protocol.

On the issue of claim construction, the Federal Circuit agreed with the district court:  “The claims here do not contain express limitations concerning a HTP that is substantially independent of temperature. * * * Here, there is no suggestion in the intrinsic record that the applicant intended the claims to have the limited scope suggested by the Defendants.”

Regarding joint inventorship, the Federal Circuit reiterated:

“Inventorship is a question of law that we review without deference.” * * * “We review the [district court’s] underlying findings of fact for clear error.” * * * “Because the issuance of a patent creates a presumption that the named inventors are the true and only inventors, the burden of showing misjoinder or nonjoinder of inventors is a heavy one and must be proved by clear and convincing evidence.” * * *
“A joint invention is the product of a collaboration between two or more persons working together to solve the problem addressed.” * * * People may be joint inventors even though they do not physically work on the invention together or at the same time, and even though each does not make the same type or amount of contribution. * * *
“Thus, the critical question for joint conception is who conceived, as that term is used in the patent law, the subject matter of the claims at issue.” * * * “A contribution to one claim is enough.” * * * “The statute does not set forth the minimum quality or quantity of contribution required for joint inventorship.” * * * Each joint inventor, however, “must contribute in some significant manner to the conception of the invention.” * * * Conception of a chemical compound “requires knowledge of both the specific chemical structure of the compound and an operative method of making it.” * * * 

Kent State argued that even if Falana contributed the synthesis protocol that contribution was insufficient to make him a co-inventor because the claims of the patent-in-suit were drawn to compositions not methods.  Kent State also noted that Falana had synthesized Compound 7, not Compound 9 –and urged that Compound 7 did not fall within the scope of the claims.

Falana urged that his synthesis protocol made it possible to make a previously unknown genus of compounds, i.e., naphthyl substituted TADDOLs, that was the method used to synthesize both Compounds 7 and 9, and was the only method disclosed in the patent-in-suit.  Falana argued that contribution was sufficient to make him a joint inventor.

The Federal Circuit characterized the issue as “whether a putative inventor who envisioned the structure of a novel chemical compound and contributed to the method of making that compound is a joint inventor of a claim covering that compound.”

Kent State urged that the answer was “no” under the rationale of American Bioscience.  Kent State urged that the court in American BioScience held that a putative inventor’s contribution of a method for making chemical compounds was legally irrelevant to whether he is a joint inventor on a patent that “does not claim any method of making those compounds.” The Federal Circuit wrote that “[t]his reading of American Bioscience is erroneous and the facts of this case are manifestly distinct.”

The question in American Bioscience, according to the Federal Circuit, was a named inventor had used a putative co-inventor’s “secret method” to make the claimed compounds.  The Federal Circuit noted that there was no indication, though, that the “secret” method had actually been used to make any of the compounds, and thus the putative co-inventor had not contributed to the conception of any of the claimed compounds.  And even if the putative co-inventor had developed a method of making similar compounds, neither the method or those similar compounds had been claimed.  Thus, the court in American Bioscience had concluded that “teaching skills or general methods that somehow facilitate a later invention, without more, does not render one a co[-]inventor.”

According to the Federal Circuit: “American Bioscience did not hold that a putative inventor’s contribution of the method for making a novel genus of claimed compounds is irrelevant on the question of inventorship of the patent. As explained above, the conception of a chemical compound necessarily requires knowledge of a method for making that compound. * * * In some circumstances, the method of making a compound will require nothing more than the use of ordinary skill in the art. In those circumstances, the contribution of that method would simply be ‘[t]he basic exercise of the normal skill expected of one skilled in the art’ and would not normally be a sufficient contribution to amount to an act of joint inventorship.”

The Federal Circuit added, “[w]here the method requires more than the exercise of ordinary skill, however, the discovery of that method is as much a contribution to the compound as the discovery of the compound itself. This case is simply the application of the well-known principle that conception of a compound requires knowledge of both the chemical structure of the compound and an operative method of making it. Accordingly, this court holds that a putative inventor who envisioned the structure of a novel genus of chemical compounds and contributes the method of making that genus contributes to the conception of that genus.”

Apparently recognizing that holding could potentially allow an inventor of a method of making a genus of compounds could assert co-inventorship of all species within that genus, the Federal Circuit further added:  “This holding does not mean that such an inventor necessarily has a right to claim inventorship of all species within that genus which are discovered in the future. Once the method of making the novel genus of compounds becomes public knowledge, it is then assimilated into the store-house of knowledge that comprises ordinary skill in the art. Additionally, joint inventorship arises only ‘when collaboration or concerted effort occurs—that is, when the inventors have some open line of communication during or in temporal proximity to their inventive efforts.’ ”

The Federal Circuit agreed with the district court that Falana’s contribution was greater than simply the exercise of ordinary skill in the art.  The Federal Circuit also noted that although Compound 9 had been synthesized after Falana had left Kent State, Compound 7 was within the scope of the claims.  The Federal Circuit reasoned that “Falana contributed to the conception of this genus by providing the team of which he was a part with the method for making these novel compounds. Falana’s lack of contribution to the discovery of Compound 9 itself does not negate his contribution of the method used by the other inventors to make the genus of compounds covered by the claims at issue.”

2. Putative Joint Inventor Must Communicate Alleged Contribution to Other Inventor: Supplying Material Having Various Internodal Distances Without Communicating Which Internodal Distances Make Material Useful as Vascular Grafts Does Not Contribute Significantly to Conception of Invention Grounded on Such Internodal Distances [image: image482.png]-
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In Bard Peripheral Vascular, Inc. v. W.L. Gore & Associates, Inc.,
 in what appears to be the last act in this long-running saga, the Federal Circuit panel majority, over a lengthy and spirited dissent by Circuit Judge Newman,
 affirmed the district court’s judgment, following a jury verdict, that Bard’s patent-in-suit was willfully infringed, not invalid for improper inventorship, anticipation, obviousness or lack of written description support, and affirmed the district court’s award of enhanced damages of $ 371,179,742.04 (twice the amount awarded by the jury), plus an on-going royalty, and $ 19 million in attorney’s fees and non-taxable costs.  The issue of inventorship will be addressed here.

The technology was the subject of two earlier appeals, Cooper v. Goldfarb (“Cooper II”)
 and Cooper v. Goldfarb (“Cooper I”)
 involving an interference between Cooper (plant manager for Gore’s Flagstaff, Arizona facility) and Goldfarb (Director of Research and Clinical Staff Surgeon at the Arizona Heart Institute).  As discussed further below, Goldfarb was awarded priority.  The resulting Goldfarb patent was, apparently (the opinion is not entirely clear), assigned to Bard.

The technology involved prosthetic vascular grafts made from highly-expanded polytetrafluoroethylene (ePTFE).  Gore sold ePTFE under the brand name “Gore-Tex.”

The patent-in-suit was filed in 1974 and issued 28 years later in 2002.  In the early 1970s, ePTFE was produced as tubes that had a structure consisting of solid nodes of PTFE connected by thin PTFE fibrils. The distance between the nodes was referred to as the fibril length or the internodal distance. That distance was important to the suitability of the ePTFE material for use as a vascular graft.

Claim 20 was deemed representative:

20. An artificial vascular prosthesis comprising expanded, porous, polytetrafluorocthylene [sic] having a microstructure consisting of nodes inter-connected by fibrils which permits tissue in-growth, wherein an average distance between nodes is not less than about 6 microns and is small enough to prevent transrmural [sic] blood flow.

With respect to the validity issue, the prior art consisted of two articles – one by Dr. Volder and one by Dr. Matsumoto.  Both were considered by the PTO during prosecution of the patent-in-suit.

As recounted in Cooper II, Cooper provided ePTFE tubes to various researchers who evaluated their suitability as vascular grafts.  Cooper discovered that material from ePTFE tubes with fibril lengths of about 5 to 100 microns was suitable for vascular grafts.

Goldfarb was conducting research on artificial vascular grafts.  In 1973, Cooper sent Goldfarb a number of ePTFE tubes for use in that research.  Although it was intended that Goldfarb use the tubes for vascular grafts, Cooper had no right to control Goldfarb’s research, and Goldfarb was not required to use Cooper’s tubes in his research, or to perform his research in any particular manner.

Goldfarb performed several experiments involving 21 grafts from Cooper supplied tubes.  On June 13, 1973, a graft was determined to be successful in a dog.

Cooper filed a patent application on April 2, 1974 claiming the use of ePTFE as a vascular graft.  Goldfarb filed a patent application on October 24, 1974 also claiming ePTFE as a vascular graft.  In 1983, the PTO declared an application-application interference with Cooper as senior party.  The count was:

An artificial vascular prosthesis comprising expanded, porous, polytetraflouroethylene [sic] having a microstructure consisting of nodes interconnected by fibrils which permits tissue in-growth, wherein said fibrils are above about 5 microns up to 100 microns in length.

The PTO board awarded priority to Goldfarb finding that he had reduced the invention to practice before Cooper.  The Federal Circuit, in Cooper I, affirmed finding that Goldfarb had conceived and reduced the invention to practice by July, 1973.  The Federal Circuit also, however, concluded that the PTO board had erred “by failing to consider whether Goldfarb’s efforts inure to the benefit of Cooper.” The case was thus remanded to the PTO board.

In Cooper II, the Federal Circuit concluded that Cooper had conceived the invention, but only after sending Goldfarb the tubes that Goldfarb had used to conceive the invention and reduce it to practice. The Federal Circuit reasoned that Cooper could not have known that the tubes sent to Goldfarb met the claim limitations when he sent them. Also, the Federal Circuit reasoned, Cooper had not communicated his finding to Goldfarb before Goldfarb made the invention, and further Cooper had not exercised reasonable diligence in reducing the invention to practice.

The Federal Circuit, in Cooper II, found that “Cooper has not established that he contemporaneously appreciated that the material tested by Goldfarb met the fibril length limitation of the interference count, and has not established that Goldfarb’s knowledge of the material’s fibril lengths inured to his benefit.” The Federal Circuit accordingly affirmed the board’s decision that “the relationship between Cooper and Goldfarb was such that Goldfarb’s work did not inure to Cooper’s benefit” and priority of invention was awarded to Goldfarb.

In 2003, Bard sued Gore for infringement.  A jury found that the patent-in-suit was not invalid and was willfully infringed.  The jury awarded Bard lost profits in the amount of $102,081,578.82 and reasonable royalties in the amount of $83,508,292.20, and set a reasonable royalty rate of 10%.

The district court characterized the case as “the most complicated case th[e district] court has presided over,” and denied Gore’s motions for JMOL on inventorship, anticipation, obviousness, written description, and willfulness. The district court awarded Bard enhanced damages of twice the jury award, and attorney’s fees.  The district court denied Bard’s request for a permanent injunction, but awarded an ongoing royalty with rates ranging from 12.5% to 20% for Gore’s various types of infringing grafts.  On appeal, the Federal Circuit affirmed.

On the issue of inventorship, the Federal Circuit reiterated:

Section 116 of Title 35 of the United States Code states that “[w]hen an invention is made by two or more persons jointly, they shall apply for patent jointly.” “The inventors as named in an issued patent are presumed to be correct. Thus, a party alleging non joinder must meet the heavy burden of proving its case by clear and convincing evidence.” * * * A person is “a joint inventor only if he contributes to the conception of the claimed invention.” * * * Conception “requires that the inventor appreciate that which he has invented.” * * * Joint inventorship, therefore, arises only “when collaboration or concerted effort occurs—that is, when the inventors have some open line of communication during or in temporal proximity to their inventive efforts.” * * * Additionally, a joint inventor must

(1) contribute in some significant manner to the conception or reduction to practice of the invention, (2) make a contribution to the claimed invention that is not insignificant in quality, when that contribution is measured against the dimension of the full invention, and (3) do more than merely explain to the real inventors well-known concepts and/or the current state of the art.

* * * Therefore, in order to prevail at trial, Gore had to prove by clear and convincing evidence that Cooper contributed to Dr. Goldfarb’s conception of the internodal distances in a significant way.

The Federal Circuit panel majority concluded that Cooper had not provided that contribution.

The Federal Circuit panel majority held that “Bard presented substantial evidence for the jury to find that Goldfarb and Cooper were not joint inventors because Cooper did not communicate to Goldfarb that the internodal distance was the key to creating successful grafts, and, therefore, the jury could have reasonably concluded that Cooper’s collaboration with Goldfarb did not contribute to the conception of the invention in a significant manner.”

In Cooper II, the Federal Circuit had concluded:

[the evidence] do[es] not indicate that Cooper expected that the ePTFE material that was to be tested by Goldfarb had the fibril lengths required by the interference count, or that Cooper submitted the material to Goldfarb for a determination of its fibril lengths. As noted in Cooper I, . . . Cooper was focusing on the porosity of the material at that time, not its fibril length. * * * Indeed, Cooper admits that, even after he conceived the importance of fibril length, he did not convey that information to Goldfarb. He also admits that he did not ask Goldfarb to use grafts with fibril lengths required by the interference count, or to determine the fibril lengths of successful grafts. While Cooper was not required to communicate his conception to Goldfarb, * * * his failure to convey any information or requests regarding fibril length prevents Goldfarb’s determination of the fibril lengths of the material from inuring to his benefit.

* * * * *
[N]o evidence of record indicates that Cooper knew the fibril lengths of the material tested by Goldfarb at the relevant time, i.e., prior to Goldfarb’s reduction to practice in 1973.

Here, the Federal Circuit panel majority added:  “This lack of communication and utter lack of understanding of what would make a successful graft is substantial evidence in support of the jury’s verdict implicitly finding that Cooper’s contribution was insignificant.”

The Federal Circuit panel majority rejected Gore’s argument that Cooper had “conveyed [the internodal distance] physically by making and sending the invention embodiment to Goldfarb,” noting that Gore admitted that “Cooper did not verbally convey the internodal distance.”  

The panel majority also noted that “Goldfarb testified at trial that the various tubes Gore sent to him looked the same to the naked eye, but each tube was different, and that each individual tube’s microstructure varied along the length of the tube. * * * Goldfarb personally selected the most promising sections for implantation. * * * Goldfarb also testified that after an initial set of implantations, he gave a Gore employee specifications of what might make a more successful graft, including specific internodal distances.”

The Federal Circuit panel majority concluded that: “Therefore, the jury could have reasonably determined that ‘physically conveying’ the undifferentiated tubes to Goldfarb was an insignificant contribution to the conception of the importance of internodal distance when weighed against Goldfarb’s personal selections and directions.”

Additionally, during the interference, a former Gore employee testified that “there was no discussion of substance” at a meeting with Cooper and Goldfarb, and that it was Goldfarb who explained to Cooper “the characteristics that were ideal for the synthetic artery,” not the other way around.
Also, Goldfarb testified that, with the exception of a statistician’s suggestion to randomize the placement of certain grafts, no one from Gore gave him any instruction vis-à-vis his experiments, what types of grafts to use, what characteristics to look for, or what range of variables would produce a successful graft.

The Federal Circuit panel majority concluded that “although Gore attempts to recast its argument from inurement in the Interference to joint inventorship in the present case, Gore’s argument remains unchanged and there is still no evidence that Cooper either recognized or appreciated the critical nature of the internodal distance and communicated that key requirement to Goldfarb before Goldfarb reduced the invention to practice. Accordingly, substantial evidence supports the jury’s finding that the ’135 patent is not invalid for improper inventorship, and the district court did not err in denying Gore’s motion for judgment as a matter of law on the issue.”

The Federal Circuit panel majority, in response to Judge Newman’s dissent, wrote:  “Cooper never shared whatever knowledge he had about internodal distances with Goldfarb. Instead, Cooper’s contribution to Goldfarb’s invention can be summarized as handing Goldfarb an undifferentiated selection of ePTFE tubes, some of which turned out to be suitable for use as a graft. Because Cooper did little more than share with Goldfarb what was already well known, the jury had substantial evidence to find that Cooper’s contribution was not significant enough to make him a joint inventor and we must defer to that finding.”

Judge Newman, in dissent, took an entirely different view of the record.  Judge Newman urged in summary:

The court today holds that a person who performs the requested test of a material that is provided to him for testing for a specified use, can then, when the test is successful, patent the material he was provided, for the use for which it was tested. My colleagues hold that Dr. David Goldfarb, who was provided with Gore-Tex® tubular material for testing as a vascular graft in dogs, can patent as his own the Gore-Tex material that Gore employees provided to him, and assert the exclusive right to the use for which the material was provided. My colleagues hold that Dr. Goldfarb then can enforce this patent against the provider of the Gore-Tex material that he tested. My colleagues on this panel endorse and defend these errors and improprieties, and now rule that Gore is the willful infringer of this improperly obtained patent on Gore’s product and use. My colleagues find no blemish in this history of incorrect law, impropriety, questionable advocacy, and confessed perjury. I respectfully dissent.

Judge Newman, indeed, wrote that “the entire history is permeated by errors of fact and law, lies, inconsistencies, and injustice.”

XIII. CLAIM CONSTRUCTION
A. Cases Generally Focusing on Claim Language – In General, Not Limited by Specification

1. Claim Language May Determine Meaning of Claim Terms [image: image483.png]
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In In re NTP, Inc. (“NTP Seven Appeal Op.”),
 in one of two identically styled opinions, both issued on the same day, but by different authors, albeit for the same panel,
 the Federal Circuit addressed a number of issues arising from rejections entered during the reexamination of seven NTP patents.  The reexaminations were requested by Research-in-Motion (RIM), in connection with litigation between RIM and NTP.

The “NTP Seven Appeal Op.” addressed (1) the board’s claim constructions of “electronic mail message” and “electronic mail system,” (2) whether the board erred in concluding that NTP could not antedate several references under 37 C.F.R. § 1.131, (3) whether “Telenor,” eight volumes of a document titled “Mobile Data Networks Description,” constituted a printed publication under 35 U.S.C. § 102(b) (and whether it was authentic), and (4) several rejections unrelated to the construction of “electronic mail message” based on various prior art references.

The issues concerning the board’s constructions of “electronic mail message” and “electronic mail system” will be addressed here.

The several patents involved substantially identical specifications.  In general, according to the Federal Circuit, the patents described “a system for sending information (such as electronic mail) from an originating processor (i.e., a personal computer) to a destination processor (i.e., a mobile computer) using an intermediary, an RF receiver. * * * Prior art systems * * * required a portable computer to connect to a public switched phone line in order to access electronic messages. Because it was difficult to locate a telephone jack, the mobile computer user was often unable to receive electronic mail. * * * The inventors set out to solve this problem by introducing a Radio Frequency (RF) network 302. Figure 8 illustrates the invention”
:
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According to the opinion, the individual elements were all known:  “For example, it is undisputed that prior art electronic mail systems used gateway switches to store and forward electronic mail. * * * The present invention introduced an interface switch to the system that communicates between the gateway switch and the RF network. * * * This interface switch receives an electronic mail message from the gateway switch and forwards it, via the RF network, to an RF receiver. * * * The RF receiver then transfers the electronic mail message to the destination processor (mobile computer) when the destination processor is activated. The system also allows for the transmission of electronic mail via the prior art wireline networks.”

The Federal Circuit chose claim 1 of one of the patents-on-appeal as representative, but chose to describe the claim, rather than set out the actual language of the claim:

Claim 1 of the ’960 patent is illustrative of the claims at issue in this appeal and describes a “system for transmitting originated information from . . . originating processors in an electronic mail system to at least one of a plurality of destination processors” comprising 1) a gate-way switch in the electronic mail system to receive and store originated information (the text of an electronic mail message); 2) an RF network to receive originated information from the gateway and transmit it to an RF receiver; 3) an interface switch to facilitate communications between the gateway and the RF network, wherein the address of the interface switch is added during transmission in the electronic mail system; and 4) wherein the electronic mail system may also transmit originated information from an originating processor to a destination processor over a wireline – apart from the RF network.

The Federal Circuit noted that “[o]ther claims in the appeal are broader and remove the specific reference to the gateway switch.”

The claims-on-appeal called for “electronic mail” or “electronic mail message” and “electronic mail system.”  The board construed “electronic mail” or “electronic mail message” as meaning a formatted text message having “a destination address identifying the persons, places, or objects to which the message is directed.”

NTP argued that construction was wrong, and asserted that “electronic mail message” meant a message that has “(1) the destination address; (2) an identification of the originating processor; (3) the subject of the message and (4) the message or message text with the clear result being that email elements (1) and (2) require a communication system to have both originating and destination processors.”

The Federal Circuit held that the board’s construction was wrong.  The Federal Circuit held that the claim language clearly required that, in addition to a destination address, electronic mail messages must have the capability for entry of message content, such as text or an attachment.  The Federal Circuit further held – based on “other intrinsic and extrinsic evidence shows that a person of ordinary skill in the art would recognize that an electronic mail message must also have the capability to enter an identification of an originating processor and a subject.”

The Federal Circuit thus concluded, based on factual findings, that “the broadest reasonable construction of ‘electronic mail message’ is a message that has a destination address and the capability for entry of message content, an identification of an originating processor, and a subject.”
  The Federal Circuit further concluded, based on factual findings, that “the broadest reasonable construction of ‘electronic mail system’ is the construction provided by this court in the previous RIM Litigation: ‘A type of communication system which includes a plurality of processors running electronic mail programming wherein the processors and the electronic mail programming are configured to permit communication by way of electronic mail messages among recognized users of the electronic mail system.”

2. That a Device Will Only Operate if Certain Elements are Included is Not Grounds to Incorporate Those Elements Into the Construction of the Claims [image: image486.png]


 
In Markem-Imaje Corp. v. Zipher Ltd.,
 the Federal Circuit concluded that the district court had improperly construed two claim terms, and reversed the district court’s grant of summary judgment of non-infringement.  The Federal Circuit panel agreed that the district court had improperly construed the first term too narrowly.  With respect to the second term, the Federal Circuit panel majority remarked:  “That a device will only operate if certain elements are included is not grounds to incorporate those elements into the construction of the claims.”
  Circuit Judge Newman strongly dissented.

Markem filed a declaratory judgment action seeking a judgment that its accused products did not infringe Zipher’s patent that was drawn to a device for transfer printing.  Transfer printing involved moving a ribbon carrying ink into contact with a substrate to be printed.  A print head then strikes the ribbon causing the ink to transfer from the ribbon to the substrate.

The ribbon was wound on two spools – one spool served as the supply spool and one spool served as the take-up spool.  In general, the patent-in-suit was drawn to maintaining the proper tension on the ribbon.  Fig. 1 illustrated:
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The invention involved a “push-pull” mode in which the motor driving the take-up spool operated to pull the ribbon and the motor driving the supply spool operated to push the spool in the tape transport direction.  Both spools were driven to various angular positions by stepper motors that were controlled by a microcomputer.  The take-up spool rotated and took up a given length of ribbon per rotation, while the supply spool was rotated to feed out the same length of ribbon independent of the changing spool diameter.

The invention included optically monitoring the radii of the spools and using those radii to adjust the step rate and number of steps needed to feed the ribbon a predetermined distance.  Ribbon tension was monitored to prevent the ribbon from breaking or becoming slack.  Small step adjustments were made to maintain the correct tension.

Claim 1 was representative:

1. A tape drive comprising:

two motors, at least one of which is a stepper motor;

two tape spool supports on which spools of tape are mounted, each spool being driveable by a respective one of said motors;

a controller adapted to control energization of said two motors such that tape is transported in at least one direction between spools of tape mounted on the spool supports;

wherein the controller energizes both said motors to drive the spools in a tape transport direction, and

said controller calculates a length of tape to be added to or subtracted from tape extending between said spools in order to maintain tension in said tape between predetermined limit values and controls said motors to drive the spools to add or subtract the calculated length of tape to or from the tape extending between said spools.

The district court construed “driveable” and “drive” to mean “rotateable” and “rotate,” as proposed by Markem, and the district court rejected Zipher’s broader construction.  The district court further noted that use of the plural word “spools” in the claim clause “to drive the spools to add or subtract the calculated length of tape” means that both spools must rotate.  The district court further noted that both spools must rotate to add or subtract a single calculated length of tape.

The district court granted summary judgment of non-infringement based on its construction “drive,” namely that both spools were rotated together to adjust the tape.

Zipher urged that the district court had erred in limiting “drive the spools” to mean “rotate the spools.”  Zipher urged that “drive” also meant not only rotate but also “hold steady in a commanded position.”
The Federal Circuit, as reviewing the specification and prosecution history, agreed with Zipher that “drive” did not require that the supply spool must always rotate to control the ribbon tension.  Circuit Judge Newman concurred in that result.

The district court had also held that the claims required “some method of deriving a tension measurement.”  Although apparently that did not furnish grounds for the grant of summary judgment of non-infringement, Zipher had appealed that construction.

Markem had requested the district court to hold that “using a contactless means of tension measurement that occurs during the rotation of both motors is a necessary and inherent aspect of such measurement because the specification does not describe any other method of such measurement.”  The district court declined to do so, but noted that “some method of deriving a tension measurement, whether directly or indirectly, is a necessary predicate to maintaining tension ‘between predetermined limit values.’ ”  The district court reasoned that “[w]ithout having a reasonable estimate of the current tape tension, it is not possible to identify whether the tension is approaching or exceeding the limit values.”
Zipher argued that “the claim does not explicitly recite measuring tension, and that construing the claims to require tension measurement would import a limitation into the claims from the specification and violate the mandate of Rambus Inc. v. Infineon Tech. AG that ‘the claims need not recite every component necessary to enable operation of a working device.’ 318 F.3d 1081, 1093 (Fed. Cir. 2003).”

The Federal Circuit panel majority agreed, noting:  “That a device will only operate if certain elements are included is not grounds to incorporate those elements into the construction of the claims.”
  The panel majority explained:  “A claim to an engine providing motive power to a car should not be construed to incorporate a limitation for an exhaust pipe, though an engine may not function without one.”

Thus, the panel majority explained, “though ‘some method of deriving a tension measurement’ may be required to make a claimed device operational, it is not proper to incorporate that method into the claim construction. We therefore reverse the district court’s determination that the claims require ‘some method of deriving a tension measurement.’ ”

Judge Newman dissented, urging:  “The panel majority’s contrary result ignores the paramount importance of the specification in claim construction.”  Judge Newman urged that “[w]here the specification clearly and consistently sets the scope of a disputed claim, that scope governs the construction of the claim.”
  Judge Newman in particular stressed that: “This court has no authority to enlarge the scope of the patent beyond what the patentee described as its invention, notwithstanding my colleagues’ curious analogy to a car and its tailpipe. * * * Where a limitation is placed in a claim by the specification, the claim must be construed to include the limitation. * * * The claims cannot transcend the invention that entitles the inventor to a patent.”

Judge Newman distinguished Rambus factually, and concluded that here the specification fully supported the district court’s construction:  “Although the claim does not explicitly include terms for measuring tension, the specification describes as the invention the maintaining of the ribbon tension (t) within a predetermined amount, and ‘mathematical processing’ whereby the ‘addition or removal of ribbon maintains ribbon tension within acceptable limits.’ * * * As the district court found, ‘some method of deriving a tension measurement, whether directly or indirectly’ is required. * * * Thus while the invention is flexible as to how tension is measured, and permits measurement through indirect methods, some method of measurement is contemplated and required, as found by the trial court.”

3. The Meaning of a Claim Term May be Deduced From the Terms That Surround It: “One” Does Not Necessarily Mean “Only One” [image: image488.png]



In IGT v. Bally Gaming International, Inc.,
 the Federal Circuit affirmed the district court’s construction of a number of disputed claim terms on a highly factual basis, and consequently affirmed the district court’s findings vis-à-vis infringement.  The construction deserving further mention is the construction of “one.”  The Federal Circuit distinguished the construction of “one” from the construction of “one” in WMS Gaming, Inc. v. International Game Technologies.

IGT’s two patents-in-suit were drawn to a networked system of gaming machines, as illustrated below:
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In general, floor controllers 18 and 28 monitored the activity on the gaming devices and could issue certain commands to reconfigure the gaming devices to alter a payout, for example, a “bonus” after a player had wagered a certain amount of money.

Independent claim 10 of one of the patents-in-suit included several of the claim terms in dispute:

A method of operating gaming devices interconnected by a host computer having a user-operated input device comprising:

associating each gaming device with a unique ad-dress code;

preselecting less than all of the gaming devices interconnected by the host computer . . .;

using the network to track activity of the preselected gaming devices;

issuing a command over the network to one of said preselected gaming devices responsive to a predetermined event; and

paying at said one gaming device in accordance with the command. (emphasis added)
Bally argued that “one” meant “one and only one” relying in part on WMS Gaming.  Bally contended that “one” required that the command could be sent to one and only one machine during a promotional period – i.e., only one command could be sent to only one machine.  Bally urged that the accused system could not infringe because it paid at more than one gaming device.  Bally contended that other claims, which used “each” gaming device, or “at least one” gaming device, supported that construction.

IGT urged that the claims only required a single command payout at a single machine, i.e., so long as one command went to one machine and caused that machine to payout, that met the limitation regardless of how many other commands were sent.  IGT noted another claim expressly used “only one,” and three examples in the specification paid out at one or more gaming devices.

The Federal Circuit agreed with IGT.  The Federal Circuit noted that: “The meaning of the word ‘one’ in this claim is clear from the words that surround it—‘issuing a command over the network to one of said preselected gaming devices’ and ‘paying at said one gaming device in accordance with the command.’ Certainly the use of ‘one’ in this claim is limiting in that a command will go to one of the preselected gaming devices. The command will cause one device to pay. Hence ‘one’ modifies devices that will receive a particular command, not the number of commands that might be issued. The second use of ‘one’ further supports this construction – ‘one’ gaming device will pay in accordance with the command. These claim limitations are directed to a command which will go to one device and cause that same device to pay in response to a predetermined event. A single command must be issued to a single gaming device. The claim, however, does not limit the number of commands that could be issued to discrete gaming devices. Nothing in this limitation requires issuing only one command to only one machine. Bally would have us rewrite the claim to say ‘issuing only one command . . . to only one of said preselected gaming devices.’ We refuse to adopt this strained construction.”

The Federal Circuit added:  “WMS Gaming does not demand a different result. In WMS Gaming, the claim required ‘selecting one of said . . . numbers’ clearly limiting the number selected to one. * * * Here, the claim requires ‘issuing a command . . . to one of said preselected gaming devices,’ not issuing one command, which would more closely track the language in WMS Gaming. We caution that claim language must be construed in the context of the claim in which it appears. Extracting a single word from a claim divorced from the surrounding limitations can lead construction astray. Claim language must be construed in the claim in which it appears.”

The Federal Circuit additionally construed (1) “transmitting a pay command . . . upon the occurrence of the predetermined event” to mean that the system must transmit a pay command when the predetermined event has occurred, (2) “predetermined event” to mean “the occurrence of one or more conditions chosen in advance,” and did not exclude random events, (3) “predefined event” to mean the same as “predetermined event,” and did not render the claims indefinite, and (4) “paying” encompassed making payment available for a player to accept.  On IGT’s cross-appeal, the Federal Circuit concluded that the district court had correctly construed “command” or “message” to mean that the payment must occur at the gaming device and be caused by the command, and did preclude intervening steps, such as customer acceptance.
4. References to “present invention” in the Specification Do Not Necessarily Limit the Claims If Other Intrinsic Evidence So Indicates [image: image490.png]



In Absolute Software, Inc. v. Stealth Signal, Inc.,
 Absolute filed suit alleging that Stealth had infringed three of its patents.  Stealth then licensed a patent on related technology, and counterclaimed for infringement.  The district court appointed a special master for claim construction, adopted the claim constructions recommended by the master, and granted each party’s motion for summary judgment of non-infringement.  On appeal, the Federal Circuit did not alter the recommended claim constructions, but reversed and remanded the grant of summary judgment in favor of Stealth, concluding that genuine issues of material fact remained in dispute.

The technology involved, as expressed by one of the parties, “LoJack for Laptops.”  Both the Absolute and Stealth patents were drawn to systems and methods for locating lost or stolen computers.

The district court appointed a professor from Rice University as a special master to construe various disputed claim terms.  The master issued a 130 page Report and Recommendation (R&R).  

In connection with Stealth’s patent-in-suit, the master recommended that “semi-random rate” be construed as “normally taking place exactly once at a randomly chosen time during each occurrence of a repeating predetermined time interval.”  In reaching that conclusion, the master placed significant weight on the specification’s reference to an embodiment designed to make one call during a specified time period as the “present invention.”
The Federal Circuit disagreed, but nevertheless affirmed the construction finding that the claim language itself led to that construction.

The Federal Circuit explained, vis-à-vis uses of “the present invention,” that “[i]t is true that, in some circumstances, a patentee’s consistent reference to a certain limitation or a preferred embodiment as ‘this invention’ or the ‘present invention’ can serve to limit the scope of the entire invention, particularly where no other intrinsic evidence suggests other-wise” (citing cases).
  “On the other hand,” the Federal Circuit explained, “we have found that use of the phrase ‘present invention’ or ‘this invention’ is not always so limiting, such as where the references to a certain limitation as being the ‘invention’ are not uniform, or where other portions of the intrinsic evidence do not support applying the limitation to the entire patent” (citing cases).
  The Federal Circuit concluded that here, the specification was more consistent with the latter line of cases “in that the specification does not uniformly refer to a one-call-per-time-period limitation as being co-extensive with the entire invention.”

Nevertheless, the Federal Circuit concluded that the claim language and the specification otherwise supported the master’s construction:  “For the reasons explained above, we agree that this time interval limitation does not apply to the entire invention solely because of references to the ‘present invention,’ but that limitation does apply to the ‘semi-random rate’ term as used in the asserted claims.”

B. Cases in Which Claim Construction Was Limited Based Primarily On Specification
1. Claim Construction is Highly Factual: Claim Differentiation is Not Limited to an Independent – Dependent Claim Relationship [image: image491.png]


 
In Hologic, Inc. v. SenoRx, Inc.,
 the Federal Circuit reversed the district court’s conclusion on summary judgment that claim 1 of the patent-in-suit was invalid, and the district court’s judgment following a jury verdict that claim 8 was likewise invalid based on the court’s claim construction of claim 1.  The Federal Circuit concluded that the district court’s claim construction was erroneous.  The only noteworthy aspect of the opinion is that Circuit Judge Friedman filed an “opinion dubitante,” meaning a type of quasi-agreement with the panel majority, but also expressing a contrary view.  Actually, Circuit Judge Friedman ended up agreeing with the district court’s claim construction.
  Black’s Law Dictionary defines “dubitante” as “[d]oubting.  Is affixed to the name of a judge in the reports to signify that he doubted the decision rendered.”

The technology involved balloon brachytherapy.  In such therapy, a balloon is inserted into the body at or near a tumor.  A radiation source is then introduced through a lumen into the balloon.  

The patent-in-suit, and its predecessors, explained that the benefits of balloon brachytherapy included the ability to avoid exposing tissue surrounding the radiation source from overly intense radiation and also the ability to deliver more uniform radiation, which were achieved by spacing the source away from the target tissue, within the balloon.  Hologic’s patent-in-suit disclosed a balloon brachytherapy device having a “means for providing a predetermined asymmetric isodose profile within the target tissue.”  Various embodiments were disclosed, including placing an inner balloon filed with a liquid radiation source within a larger balloon, arranging solid radiation sources within the balloon, and using radiation shielding material in the balloon.  Isodose curves were shown in drawing figures which illustrated points at which a given amount of radiation was received.

Fig. 1 was deemed illustrative:
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Claim 1 called for:

An interstitial brachytherapy apparatus for treating target tissue surrounding a surgical extraction comprising: an expandable outer surface defining a three-dimensional apparatus volume configured to fill an interstitial void created by the surgical extraction of diseased tissue and define an inner boundary of the target tissue being treated; a radiation source disposed completely within the expandable outer surface and located so as to be spaced apart from the apparatus volume, the radiation source further being asymmetrically located and arranged within the expandable surface to provide predetermined asymmetric isodose curves with respect to the apparatus volume.

Claim 6 called for:

A surgical apparatus for providing radiation treatment to target tissue comprising: an expandable outer surface defining an apparatus volume; a radiation source replaceably disposable within the expandable outer surface, the radiation source comprising a plurality of solid radiation sources arranged to provide predetermined asymmetric isodose curves within the target tissue, the plurality of radiation sources being provided on at least two elongate members extending into the apparatus volume, at least one of the elongate members being shaped to provide asymmetric placement of a radiation source with respect to a longitudinal axis through the apparatus volume.

Claim 8 called for:

The apparatus of claim 1, wherein the expandable outer surface is sufficiently rigid to deform the target tissue into the shape of the expandable outer surface, causing the predetermined asymmetric isodose curves to penetrate into the target tissue to a prescribed depth.

As for prior art, a 1990 article described the use of endotracheal tubes to deliver radiation following the removal of brain tumors (“Ashpole”).  The device described in Ashpole was a balloon at one end of a catheter that permitted a “source train” of radioactive beads to be introduced into the balloon.  The article disclosed that “[a] certain measure of dosimetrical versatility is possible in that positions of the active beads can be changed to produce an isodose distribution specific to the geometry of the individual tumour beds.”  However, there was no disclosure of positioning the beads away from the longitudinal axis of the balloon, but, according to the district court, “Ashpole appears to contemplate isodose curves that are non-concentric with the balloon by movement of the source train along the longitudinal axis.”

A European patent application (“Williams”) disclosed devices for treatment of disorders by using a small balloon having a liquid radiation source within a larger balloon.  Fig. 3 illustrated:
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Hologic contended that SenoRx’s balloon brachytherapy device, the Contura Multi-Lumen Balloon (“Contura”) infringed.  SenoRx conceded infringement, but argued that the asserted claims were invalid.

The district court issued a claim construction order construing “the radiation source further being asymmetrically located and arranged within the expandable surface to provide predetermined asymmetric isodose curves with respect to the apparatus volume” in claim 1 to require that the radiation source be “located and arranged inside the expandable surface so as not to be concentric with the expandable outer surface,” and did not limit the claimed asymmetry to asymmetry about the longitudinal axis.

The district court further construed “predetermined asymmetric isodose curves” to mean “isodose curves determined before radiation is administered which are not substantially the same shape as the apparatus volume and/or not concentric with the apparatus volume.”

The district court rejected Hologic’s proposed construction reasoning that “although the specification and claims frequently refer to asymmetry with respect to the longitudinal axis, they do not always do so.” The district court also was persuaded by claim 6 that included a requirement that the asymmetry be longitudinal, in contrast to the asserted claims, which do not contain that term.

The district court denied a motion for summary judgment that claim 1 was invalid as being inoperable.  The district court concluded that the language of claim 1 requiring a radiation source disposed completely within the expandable outer surface but also spaced apart from the apparatus volume did not render the claim inoperable and not enabled, although its initial reaction was “that the inventors made an obvious mistake in the drafting of Claim 1.”  The district court indicated that the apparent meaning of the claim was that the source was located within the balloon but spaced apart from its surface. The district court further noted that in correspondence with the PTO during prosecution history, the applicants stated:

For example, the expandable outer surface of claims 1 and 9 defines a three-dimensional apparatus volume configured to fill an interstitial void created by the surgical extraction of diseased tissue and define an inner boundary of the target tissue being treated.*** Furthermore, the radiation source is disposed completely within the expandable surface and is spaced apart from the apparatus volume.*** That is, the radiation source is arranged within the device so that the asymmetric dosing appears at the apparatus volume, which is configured to correspond to the interstitial void created by surgical extraction of diseased tissue.

Thus, according to the district court, the language used to describe the invention in correspondence with the examiner was identical to the later used claim language, and envisioned a source located within the balloon but spaced apart from its surface. The district court concluded that although “apparatus volume” was “an odd choice of language to describe what the inventor intended to describe, its use was consistent in the claim, in accordance with use in the prosecution history, and it results in coverage of the embodiments disclosed.”

The district court then granted summary judgment that claim 1 was invalid as anticipated by the Ashpole article.  However, the district court found that Ashpole did not disclose the requirement of claim 8 that the expandable outer surface be sufficiently rigid to deform the target tissue into the shape of the expandable outer surface, and therefore denied summary judgment as to anticipation of that claim.

At trial, the district court instructed the jury that the “asymmetrically located and arranged” limitation and the “predetermined asymmetric isodose curve” limitation of claim 1 had been found in the prior art. The jury then found that the Ashpole reference alone rendered claim 8 anticipated, and Williams, inter alia, rendered claim 8 obvious in light of Ashpole.  The district court entered judgment in favor of SenoRx. 

Hologic argued on appeal that the district court had erred by failing to limit claim 1 to instances in which asymmetry was achieved by displacing the radiation source from the longitudinal axis.  Hologic argued that the specification consistently characterized asymmetry relative only to the longitudinal axis.  Hologic also relied on statements during prosecution as being supportive.

Hologic also contended that the district court’s construction, relying on differentiation between claim 1 and claim 6, was in error.  Hologic contended that in contrast to claim 6, claim 1 was not specifically drawn to the embodiments with multiple radiation sources, thus obviating the need to explain that at least one of the lumens was shaped so as to be asymmetric with the longitudinal axis.

The Federal Circuit agreed with Hologic:  “We agree with Hologic that the phrase ‘asymmetrically located and arranged within the expandable surface’ means ‘located and arranged so as not to be on the longitudinal axis of the expandable surface.’ Although the claim concludes with the phrase ‘with respect to the apparatus volume,’ * * * that language explains the asymmetry of the predetermined isodose curves, as discussed further, below. The asymmetry of the location of the radiation sources is not explicitly stated in claim 1. However, asymmetry is a relative concept that can only exist in relation to some reference. Although ‘the claims of a patent define the invention to which the patentee is entitled the right to exclude,’ we must read the claims ‘in view of the specification, of which they are a part.’ * * * Here, claim 1 does not specify a reference for the asymmetry of the radiation source’s placement within the expandable surface; however, the specification makes clear what the inventors contemplated as their invention. All the descriptions of the invention contemplating the placement of a radiation source describe displacement from the longitudinal axis of the balloon.”

Vis-à-vis looking at other claims to determine the meaning of disputed terms, the Federal Circuit rejected Hologic’s contention that was only appropriate when considering independent and other dependent claims:  “Hologic wrongly asserts that looking to other terms is only appropriate when the comparison is between an independent claim and the claims that depend from it. Although that may be an instance where examination of other claims is worthwhile, * * * it is not the only one.”

The Federal Circuit noted that “[h]ere, claim 6 specifically refers to a ‘plurality of radiation sources being provided on at least two elongate members extending into the apparatus volume, at least one of the elongate members being shaped to provide asymmetric placement of a radiation source with respect to a longitudinal axis through the apparatus volume.’ * * * Thus, the claim is specific in requiring at least one of the elongate members to be asymmetric about the longitudinal axis. As Hologic notes, however, claim 6 is drawn to a ‘plurality of radiation sources,’ and allows for some of those sources to be on the longitudinal axis, while some are displaced by the changed shape of at least one of the ‘elongate members’ or lumens. * * * This contrasts with claim 1, which claims merely ‘a radiation source,’ does not mention ‘elongate members,’ and therefore may require less specificity in explaining shape and location of sources with respect to each other. As we have explained, ‘[d]ifferent terms or phrases in separate claims may be construed to cover the same subject matter where the written description and prosecution history indicate that such a reading * * * is proper.’ * * * In any case, the claims are worded sufficiently differently that there is no indication that this particular difference should result in an entirely different reading of the asymmetry of the radiation source in claim 1 that is not called for by the plain language of the claim and is not otherwise supported by the specification.”

The Federal Circuit further noted that “[m]oreover, no other claim, independent or dependent, contains a specific limitation that the radiation source is symmetric with respect to the longitudinal axis. If, as SenoRx maintains, the specification supports that interpretation, its argument is not backed up by any claim that recites the only other alternative to an asymmetric source, viz., a radiation source that is symmetric with respect to the longitudinal axis.”

However, the Federal Circuit further held that “[a]lthough as properly construed, claim 1 is drawn to a radiation source that is asymmetric with respect to the longitudinal axis of the expandable surface, the limitation does not necessarily apply to the predetermined isodose curves, which are specifically dictated by the claim language to be asymmetric ‘with respect to the apparatus volume.’ That construction was not specifically appealed to us and we take no view upon it here. We do note that the practical implications of the distinction may be minimal, as the longitudinal asymmetry of the radiation source may, by necessity, result in asymmetry of the isodose curves with respect to the longitudinal axis.”

The Federal Circuit added that “[w]e are also not persuaded by SenoRx’s argument in the alternative that even under Hologic’s proposed claim construction, the ‘412 patent would be invalid as anticipated by Williams. Williams does not disclose asymmetry about a longitudinal axis in order to create asymmetric isodose curves. SenoRx relies entirely on figure 3 of Williams; however, that figure does not clearly show asymmetry about the longitudinal axis. We decline, on appeal, to find that a single, hand drawn figure in a patent unrelated to asymmetric placement of radiation sources offers clear and convincing evidence of invalidity, as a matter of law.”

In the end, the panel majority agreed with the district court’s refusal of summary judgment that claim 1 was invalid as being inoperable and not enabled. However, the panel majority concluded that “[b]ecause the jury’s finding of invalidity of claim 8 was predicated on the erroneous claim construction of claim 1, that judgment also cannot stand.”

Circuit Judge Friedman, in his opinion dubitante, wrote that “[t]here is no suggestion, or even hint, in the technical language of claim 1 of the ‘142 patent that its phrase ‘asymmetrically located and arranged within the expandable surface’ means, as the court holds, ‘located and arranged so as not to be on the longitudinal axis of the expandable surface.’ The court accomplished this construction of the patent language primarily by incorporating into that language the ‘longitudinal axis’ limitation that is stated several times in the specification.  If that were all this case involved, I probably would join the opinion.”

However, Judge Friedman added that “there is much more here that sheds light on the meaning of this language in claim 1. Two of the other independent claims – claims 2 and 6 – explicitly refer to ‘solid radiation sources,’ or ‘a radiation source,’ followed in each case by the words ‘with respect to a longitudinal axis through the apparatus volume.’ The use of the term ‘a longitudinal axis’ in these two claims shows that when the patentee wanted the claim to include that limitation, he knew how to do so, i.e., by explicitly including those words. To me, these facts indicate that, had he intended claim 1 also to include that limitation, he would have explicitly included that language in that claim, as he did in claim 2 and 6, but not in claim 1 or the other two independent claims.”

According to Judge Friedman, “[i]n short, it seems to me that the district court correctly construed claim 1 as not including the ‘longitudinal axis’ limitation.”

2. Court Resolves Construction of Three Terms Previously Construed by Seven District Courts – No Two of Which Arrived at the Same Construction: Consistent References in Specification to Same Structure Can Lead to Conclusion that Structure Constitutes the “Invention” Rather Than a Preferred Embodiment: Prosecution History Disclaimer May Arise Even Though the Examiner Did Not Agreement With the Applicants’ Arguments [image: image494.png]
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In American Piledriving Equipment, Inc. v. Geoquip, Inc.,
 a consolidated appeal from summary judgments of non-infringement issued by the Northern District of California and the Eastern District of Virginia, the Federal Circuit concluded that the Eastern District of Virginia had properly construed the claims, while the Northern District of California had not.  Nevertheless, the Federal Circuit affirmed summary judgments of non-infringement, except for one product that was at issue in the California case, but not the Virginia case.  The three principal claim terms had previously been construed by five other district courts, no two of which had reached the same construction.  The other district courts included the Eastern District of Louisiana, the Middle District of Florida, the Western District of Washington, the Southern District of Texas, and the Western District of Pennsylvania.

APE’s patent-in-suit was drawn to counterweights for “vibratory” pile drivers.  Such pile drivers used vibration to drive piles into the ground:

[image: image496.emf]
As shown above, vibratory pile driver 10 used a vibration assembly 34 connected to a pile 22.

Vibration assembly 34:

[image: image497.emf]
included large cylindrical counterweights 40.  Each counterweight was “eccentrically weighted,” i.e., weight was unevenly distributed about the body of the weight such that the center of gravity moved radially outward from the rotational axis.  When the counterweights were rotated in opposite directions, the pile driver generated vertical vibratory forces that were transmitted through the assembly to pile 22 thus driving pile 22 into the ground.

Counterweights in earlier pile drivers were bolted to a cylindrical gear, but those bolts broke.  Those were replaced by “cast, one-piece, solid” counterweights, but those lacked sufficient mass to generate the required vibration.  Holes were drilled in those counterweights and filled with lead, but those counterweights still did not produce sufficient vibration, the lead inserts melted, and the lead inserts created hazardous waste.

The patent-in-suit disclosed counterweights 40:

[image: image498.emf]
having an eccentric weight portion 43 “integral” to a cylindrical gear portion 41.  Each eccentric weight portion 43 had an “insert-receiving area” for receiving a solid insert member 45.

The lawsuits in the Eastern District of Virginia and the Northern District of California accused Geoquip and Bay Machinery Corp., respectively, of infringement by selling Model 250 and Model 500 vibratory pile drivers manufactured by Hydraulic Power Systems, Inc.  In the California litigation, an Early Model 500 was also accused of infringing.

Claim 1 was deemed representative:

1. A vibratory assembly for imparting a vibratory force to a pile, comprising:

a housing having at least one counterweight receiving means; 

a counterweight rotatably carried in said receiving means for rotation about a rotational axis, said counterweight having a cylindrical gear portion and an eccentric weight portion integral with said cylindrical gear portion, said eccentric weight portion having at least one insert-receiving area formed therein, said counterweight being made of a first metal; 

a solid insert member securely positioned in one of said at least one insert-receiving areas said solid insert member being made of a second metal having a specific gravity greater than the specific gravity of said first metal, and a melting point temperature of 328°C. or greater; and at least one driving means operatively connected to said counterweight and adapted to rotate said counterweight about its rotational axis.

Claim 16 was similar, but recited “an eccentric weight portion connected to said cylindrical gear portion.”

The parties disputed the meanings of “eccentric weight portion,” “integral,” “insert-receiving area,” and “connected to.”  The parties in the California action also disputed the meaning of “cylindrical gear portion,” but the parties in the Virginia suit stipulated to a construction of the term. The district courts adopted the same constructions of the terms “cylindrical gear portion,” “integral,” and “connected to” but reached different constructions for “eccentric weight portion” and “insert-receiving area.”

Both courts granted summary judgment of non-infringement based on their constructions of the “integral” and “insert-receiving area” limitations. APE asserted that the district court had misconstrued the “eccentric weight portion,” “integral” and “insert-receiving area” limitations.

With respect to “eccentric weight portion,” the Virginia and California courts construed the limitation:

	Virginia
	California

	“That portion of the counterweight that extends either forward or rearward from the front or back face of the gear portion such that it shifts the center of gravity radially outward from the gear’s rotational axis.”
	“The bottom portion of the counterweight, which extends forward from the front face of the gear portion, containing more weight than the top portion due to its larger mass, including at least one insert-receiving area formed therein to receive at least one solid tungsten rod.”


APE argued that both courts had erred by requiring that the “eccentric weight portion” be separate and distinct from the “cylindrical gear portion.”  APE contended that the term should be construed functionally, not structurally, and thus the term included any unevenly distributed weight within the counterweight.

The Federal Circuit concluded that the Virginia court’s construction was correct based on the claim language, the specification and prosecution history.  The Federal Circuit further concluded that the California court had improperly read language from the specification into the claim, namely requiring that the “eccentric weight portion” extend from a particular portion of the gear, extend in a specific direction, and include a receiving area formed to receive a tungsten rod.
The Federal Circuit reasoned that APE’s proposed construction was too broad given that claim 16 called for “an eccentric weight portion connected to said cylindrical gear portion.”  The court reasoned that APE’s proposed construction would require the gear to be part of the “eccentric weight portion” because the gear was partially responsible for unevenly distributed weight, and claim 16 would require the gear to connect to itself.
Both courts had relied heavily on a portion of the specification that described the “eccentric weight portion.”  APE argued that portion of the specification only described a preferred embodiment.  The Federal Circuit disagreed:  “the consistent reference throughout the specification to the ‘eccentric weight portion’ as structure extending from the face of the gear makes it apparent that it relates to the invention as a whole, not just the preferred embodiment as contended by American Piledriving.”

With respect to “integral,” the district courts construed the term to mean “formed or cast of one piece.” APE argued that was not the plain and ordinary meaning of “integral,” created a conflict between claims 16 and 19.

Claim 16 called for “an eccentric weight portion connected to said cylindrical gear portion.”  Claim 19, which depended from claim 16, called for the eccentric weight to be “integral” with the gear portion.  The district courts construed “connected to” to mean “joined together, united, or linked.” The district courts, relying on claim differentiation, reasoned that “integral” must be narrower than “connected to.”

APE argued that because claim 16 encompasses a two-piece counterweight, claim 19 must also encompass a two-piece counterweight.  The Federal Circuit disagreed.

The Federal Circuit disagreed:  “Claim 16 encompasses ‘united,’ one-piece counterweights as well as counterweights consisting of two pieces that are ‘joined together.’ It does not follow that because claim 16 encompasses two-piece counterweights its dependent claims must also be broad enough to encompass such counter-weights. Indeed, where, as here, the claims describe the same relationship using different terms, the assumption is that the term in the dependent claim has a narrower scope.”

The Federal Circuit found further support for that construction in the prosecution history.  During prosecution, the applicants had argued over the prior art that “these two components are ‘integral’—i.e., they are simply components of the ‘one-piece’ counterweight.”  Nevertheless, APE urged that did not constitute prosecution history disclaimer because the examiner did not acquiesce.  

The Federal Circuit noted that “regardless of whether the examiner agreed with American Piledriving’s arguments concerning ‘integral,’ its statements still inform the proper construction of the term. * * * American Piledriving unambiguously argued that ‘integral’ meant ‘one-piece’ during reexamination and cannot attempt to distance itself from the disavowal of broader claim scope.”

With respect to “insert-receiving area,” the Virginia and California courts construed the term as follows:

	Virginia
	California

	“A bore located, at least in part, within the eccentric weight portion that is shaped to hold securely a solid insert member.”
	“A bore formed in the eccentric weight portion of the counter-weight, which extends fully through the gear portion and fully through the eccentric weight portion of the counterweight, capable of receiving a solid tungsten rod.”


Again, the Federal Circuit concluded that the Virginia court’s construction was correct.

APE did not disagree with the Virginia court’s construction, but urged that the California court had erred by requiring that the bore extend “fully through” both the “eccentric weight portion” and the “gear portion.” The Federal Circuit agreed.
On the foregoing constructions, the Federal Circuit affirmed the grants of summary judgment of non-infringement by both courts, despite finding that the California court’s constructions were erroneous.  However, the Federal Circuit further concluded that the Early Model 500, asserted in the California case, infringed.
3. Illustrating Split Among the Court, Panel Majority Concludes That “body” in the Claims Requires a One-Piece Body, While Dissent Urges That Claim Language and Claim Differentiation Lead to the Conclusion That “body” is Not Limited to a One-Piece Body: Panel Majority:

“In reviewing the intrinsic record to construe the claims, we strive to capture the scope of the actual invention, rather than strictly limit the scope of claims to disclosed embodiments or allow the claim language to become divorced from what the specification conveys is the invention.” [image: image499.png]
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In Retractable Technologies, Inc. v. Becton, Dickinson & Co.,
 the panel majority concluded that the term “body” in claims drawn to retractable syringes required a one-piece construction based on the disclosure of a one-piece body in the specification.  The panel majority consequently, on the same basis, concluded that the asserted claims were not infringed literally, or under the doctrine-of-equivalents.  The dissent urged that the language of the claims controlled which did not require a one-piece body, and such construction was further supported by the doctrine of claim differentiation.  Circuit Judge Plager concurred emphasizing the importance of the specification in construing claim terms.

The three RTI patents-in-suit were drawn to retractable syringes, i.e., syringes in which a needle retracts into the syringe body after the syringe is used.  That reduces the risk of accidental needle sticks.  Both RTI and BD manufactured such syringes.

As illustrated in Figs. 1-3 of one of the patents-in-suit (not reproduced in the Federal Circuit’s opinion):
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Fig. 1 illustrated an embodiment of the invention with the plunger positioned in a first position at the end of an injection cycle.  Fig. 1 illustrated syringe 10 having a “one piece hollow outer body 12,” an elongated barrel 14, and a nose 16 having a “transition zone” 18 connecting the barrel and nose.  A retraction mechanism 20, consisting of needle holder 22 and spring 24, was mounted in the nose.  

A plunger 32 was located in barrel 14.  The inside wall of transition zone 18 formed a stop surface 37 for plunger seal 36.  A resilient dislodgable stopper 42 was positioned in opening 42.  Outer body 12 and head 30 had mating cooperating surfaces that held needle holder 22 in the position shown in Fig. 1 with spring 24 compressed.

Fig. 2 illustrated the plunger depressed additionally to dislodge the stopper to a second position in which the tip of the plunger was ready to operate the retraction mechanism.  Specifically, further depression beyond the position shown in Fig. 2 dislodged ring member 66 resulting in stopper 42 being dislodged before needle holder 22 was related.  Fig. 3 illustrated when the plunger is further depressed and retraction has occurred.

RTI sued BD in 2007 alleging that BD’s 1 mL and 3 mL syringes infringed various claims of the patents-in-suit.  The 3 mL contained two pieces, a syringe body and a needle assembly that screwed into the body.

Claim 43 of one of the patents-in-suit was deemed representative:

43. A syringe assembly having a retractable needle that is rendered unusable after a single injection of fluid into a patient, the assembly comprising:

a hollow syringe body comprising a barrel and having a front end portion and a back end portion, the back end portion further comprising at least one radially extending member providing finger grips for the syringe body;

a retraction mechanism disposed in the front end portion, the retraction mechanism further comprising a needle holder having a head portion, an elongated needle holding portion, and a longitudinally extending fluid passageway through the head portion and the elongated needle holding portion, the head portion further comprising an inner head, a continuous retainer member surrounding the inner head, and a bridging portion disposed between the continuous retainer member and the inner head, wherein said bridging portion couples the continuous retainer member and the inner head to form a fluid seal between the fluid passageway and the barrel prior to retraction, and a compressed retraction spring surrounding at least part of the elongated needle holding portion and biasing the inner head toward the back end portion prior to retraction;

a retractable needle extending into the front end portion of the body through an opening in the front end portion of the body, the retractable needle being held in fixed relation to the elongated needle holding portion of the needle holder and in fluid communication with the longitudinally extending fluid passageway through the head portion and the needle holding portion;

a plunger reciprocally disposed inside the barrel and forming a variable chamber between the plunger and the needle holder prior to and during injection, the plunger being receivable into the barrel through the back end portion of the body and comprising an outer wall, a retraction cavity disposed inwardly of the outer wall, a plunger seal element providing sliding, sealed engagement between the plunger and the barrel and preventing fluid leakage between the plunger and the barrel, the plunger seal element being restrained from sliding longitudinally along the outer wall of the plunger, and a back end with an end cap having an outer periphery; and

a barrier disposed in the front end portion of the body that limits forward motion of the needle holding portion and the retractable needle relative to the body as the plunger is depressed inside the barrel during injection and retraction;

wherein the continuous retainer member is releasable from the inner head of the needle holder when the plunger is further depressed inside the barrel following injection. (emphasis added)

The district court construed “retainer member” as “a non-retractable part of the retraction mechanism that used some clamping or frictional force to keep the needle in the projecting position until that clamping or frictional force is released.”  The district court further concluded that the “retainer member” and “needle holder” need not be two separate parts. 

The district court construed “body” as “a hollow outer structure that houses the syringe’s components,” and concluded that the term “body” was not limited to a one-piece structure.

A jury found that BD had infringed several claims of the patents-in-suit, and had failed to prove that the asserted claims were invalid.  The district court subsequently denied BD’s motions for JMOL or for a new trial on infringement and validity.  On appeal, the Federal Circuit affirmed the findings vis-à-vis validity, but reversed the findings of infringement based on an erroneous construction of “body.”

The Federal Circuit agreed with the district court’s construction of “retainer member,” i.e., that there was no requirement that the member be two separate parts.  The Federal Circuit relied on various claims indicating that the “needle holder” and the “retainer member” were not required to be molded as separate pieces.  The Federal Circuit pointed to disclosure in the specification that supported that conclusion.  The Federal Circuit further found that the prosecution history did not clearly compel a conclusion otherwise.

With respect to “body,” however, the Federal Circuit concluded that the district court had erred.  RTI argued that the “ordinary meaning” of “body” was not limited to a one-piece body, and further pointed to different usages in the claims – i.e., some claims called for a “body” and some claims called for a “one-piece body.”  RTI urged that although the disclosed preferred embodiments disclosed a one-piece body, that was directed to manufacturing benefits, not the patentable aspects of the invention.

The Federal Circuit panel majority disagreed.  “While the patents contain an independent claim that recites a ‘body,’ * * * with a dependent claim that limits the ‘body’ to a ‘one-piece body,’ * * * none of the claims expressly recite a body that contains multiple pieces. Thus, while the claims can be read to imply that a ‘body’ is not limited to a one-piece structure, that implication is not a strong one.”

Circuit Judge Lourie wrote that: “It is axiomatic that the claim construction process entails more than viewing the claim language in isolation. Claim language must always be read in view of the written description, * * * and any presumption created by the doctrine of claim differentiation ‘will be overcome by a contrary construction dictated by the written description or prosecution history,’ * * *. Thus, it is necessary to review the specifications to determine if the proper construction of the term ‘body’ is limited to a one-piece body.”

Judge Lourie concluded that the specifications of the patents-in-suit indicated that “body” referred to a one-piece body.  Judge Lourie noted that specification said that prior art syringes had not recognized that a retractable syringe could be “molded as one piece outer body.”  And provided under the heading “Summary of the Invention, that “[t]he invention is a retractable tamperproof syringe,” and that such syringe “features a one piece hollow body.”

Judge Lourie further noted that the specifications and drawings only depicted a one-piece body.  Judge Lourie wrote that “[t]here is a fine line between construing the claims in light of the specification and improperly importing a limitation from the specification into the claims. * * * In reviewing the intrinsic record to construe the claims, we strive to capture the scope of the actual invention, rather than strictly limit the scope of claims to disclosed embodiments or allow the claim language to become divorced from what the specification conveys is the invention.”

According to Judge Lourie, “[i]n this case, while the claims leave open the possibility that the recited ‘body’ may encompass a syringe body composed of more than one piece, the specifications tell us otherwise. They expressly recite that ‘the invention’ has a body constructed as a single structure, expressly distinguish the invention from the prior art based on this feature, and only disclose embodiments that are expressly limited to having a body that is a single piece. Thus, a construction of ‘body’ that limits the term to a one-piece body is required to tether the claims to what the specifications indicate the inventor actually invented. Accordingly, the district court erred when it construed ‘body’ as encompassing bodies composed of multiple pieces.”

Comment:  The specification, under “Background of the Art, criticized prior art two-piece bodies:  “The prior art frequently has a two-piece barrel in order to be able to assemble a retraction device in the nose. This requires at least an additional part and assembly step.”  The specification acknowledged that one-piece bodies were known in the prior art, but criticized those for other reasons:  “The rare prior art that employs a front mounted retraction mechanism in a one-piece barrel with a plugged hollow plunger, * * * among other things does not show reduced barrel area to prevent excessive blowout pressure, employs engaging flanges to secure all retraction parts, requires concurrent distortion of internal parts and flanges to effect release, cumulating in excessive force required to retract and requires ventilation holes because of a compartmented barrel.”
The specification further noted that “[t]he prior art has not produced a retractable nonreusable tamperproof syringe for mass production and assembly which is simple, reliable, cost effective, easy to use and retract, looks like a conventional syringe, has few parts which are easy to make and assemble, is not temperature sensitive and not subject to danger of premature retraction.”  And further noted that “[t]he prior art has not recognized that such a structure can be molded as a one piece outer body over a core that can be pulled out from behind allowing the retraction mechanism to be easily pushed into place from behind, steered by the narrow nose portion.”

In the “Summary of the Invention” portion, the specification stated that “[t]he invention is a reliable retractable tamperproof syringe having multiple tamperproof features which operates on a principle which permits low cost parts which are few in number and well suited for high speed mass production and assembly. The syringe structure features a one piece hollow outer body having a longitudinally extending wall which is stepped.”

The specification further advised that “[t]his additional tamperproof feature is provided in a one piece body without the necessity for hooking anything or twisting anything.”

Although RTI urged that a one-piece body was directed to manufacturing benefits, not the patentable aspects of the invention, the specification did tend to indicate that a one-piece body, even though perhaps related to manufacturing, was a feature of the invention.
Nevertheless, once one begins to import limitations from the specification into the claims, the question arises: When does that stop?
On the issue of infringement, it was undisputed that the accused 3 mL syringe did not meet the “body” limitation literally, as construed.  The question then became whether there was infringement under the doctrine-of-equivalents.  The panel majority held no, reasoning “[w]hile infringement under the doctrine of equivalents is a question of fact, * * * whether statements in the specification limit the scope of equivalents is a question of law, * * *. It is well settled that ‘when a specification excludes certain prior art alternatives from the literal scope of the claims and criticizes those prior art alternatives, the patentee cannot then use the doctrine of equivalents to capture those alternatives.’ ”  The panel majority concluded that “RTI cannot use the doctrine of equivalents to claim subject matter that the specifications expressly state fall outside the invention.”
 The panel majority reached a similar conclusion vis-à-vis the 1 mL syringes.

Circuit Judge Plager filed a concurring opinion, although he wrote that he joined Judge Lourie’s opinion.  Judge Plager wrote that “it would be easy to lose sight of a fundamental point so well made in the majority opinion: ‘In reviewing the intrinsic record to construe the claims, we strive to capture the scope of the actual invention, rather than * * * allow the claim language to become divorced from what the specification conveys is the invention.’ ”

Judge Plager further emphasized the point:  “Judge Lourie articulated that idea more fully in his excellent concurring/dissenting opinion in Arlington Industries, Inc. v. Bridgeport Fittings, Inc, where he said: ‘[T]he basic mandate is for claims to be interpreted in light of the specification of which they are a part because the specification describes what the inventors invented. The specification is the heart of the patent. In colloquial terms, “you should get what you disclose.” ’ ”

Judge Plager wrote that “[h]owever much desired by the claim drafters, who want claims that serve as business weapons and litigation threats * * *, the claims cannot go beyond the actual invention that entitles the inventor to a patent. For that we look to the written description. * * * I have written elsewhere about the curse of indefinite and ambiguous claims, divorced from the written description, that we regularly are asked to construe, and the need for more stringent rules to control the curse.”

Judge Plager further wrote:  “I understand how a perfectly competent trial judge can be persuaded by the siren song of litigation counsel to give the jury wide scope regarding what is claimed. But it is a song to which courts should turn a deaf ear if patents are to serve the purposes for which they exist, including the obligation to make full disclosure of what is actually invented, and to claim that and nothing more.”

In a footnote, Judge Plager, noting the language of § 112(1), suggested that “written description” should be used instead of “specification”:  “The term ‘specification’ is sometimes used in briefs and opinions when, depending on the context, the narrower term ‘written description’ may be appropriate. See 35 U.S.C. § 112 (‘The specification shall contain a written description of the invention, and * * * shall conclude with one or more claims.’).”

Chief Judge Rader dissented-in-part.  Chief Judge Rader urged that “[b]ecause the language of the claims make clear that ‘body’ does not contain such a limitation, and it is improper to import limitations from the specification into the claims, I respectfully dissent.”

Judge Rader reasoned that “[t]he ordinary and customary meaning of ‘body’ does not inherently contain a one-piece structural limitation. Moreover, neither the claim language nor the written description evinces intent by the patentee to limit the scope of ‘body’ to one-piece bodies.”  Judge Rader noted that dependent claims called for “one-piece construction, and noted that “ ‘the presence of a dependent claim that adds a particular limitation gives rise to a presumption that the limitation in question is not present in the independent claim.’ * * * This presumption is ‘especially strong when the limitation in dispute is the only meaningful difference between an independent and dependent claim, and one party is urging that the limitation in the dependent claim should be read into the independent claim.’ ”

Judge Rader further reasoned that “[c]ertainly, the claims do not stand alone and must be read in light of the specifications. * * * Nothing in the specifications, however, rebuts the strong presumption created by the claim language that ‘body’ does not contain a one-piece structural limitation. The specifications do not reveal a special definition given by the inventor to the word ‘body.’ Nor do the specifications contain an intentional disclaimer or disavowal of claim scope by the inventor.”

Judge Rader acknowledged that a one-piece body fulfilled some of the objectives of the invention, but reasoned that “the fact that a one-piece body would achieve one of the objectives of the patented invention does not mean that such a limitation should be read into every claim. This is particularly true given the fact that a one-piece barrel is explicitly required in some of the dependent claims in the ’224 patent.”

On October 31, 2011, the Federal Circuit denied petitions for rehearing and rehearing en banc.
  Circuit Judge Moore dissented from denial of the petition for rehearing en banc, and her dissent was joined by Chief Judge Rader.  Circuit Judge O’Malley also dissented from the denial of the petition for rehearing en banc.

Circuit Judge Moore urged that it was time to clarify the role of the specification in claim construction:

Claim construction is the single most important event in the course of a patent litigation. It defines the scope of the property right being enforced, and is often the difference between infringement and non-infringement, or validity and invalidity. Despite the crucial role that claim construction plays in patent litigation, our rules are still ill-defined and inconsistently applied, even by us. Commentators have observed that claim construction appeals are “panel dependent” which leads to frustrating and unpredictable results for both the litigants and the trial court. * * * Nowhere is the conflict more apparent than in our jurisprudence on the use of the specification in the interpretation of claim language. The familiar mantra is “there is a fine line between construing the claims in light of the specification and improperly importing a limitation from the specification into the claims.” * * * This case is a good vehicle to address two important claim construction principles: the role of the specification in construing the claims and whether deference should be given to the district court in the claim construction process. Accordingly, I dissent from the denial of rehearing en banc.

In particular, Circuit Judge Moore expressed her view that: “If the metes and bounds of what the inventor claims extend beyond what he has invented or disclosed in the specification, that is a problem of validity, not claim construction. It is not for the court to tailor the claim language to the invention disclosed. The language is the language, and the same rules that apply to the construction of other legal instruments should apply to the construction of a patent claim.”
  That is, according to Judge Moore, “[t]he specification may shed light on the plain and ordinary meaning. However, the specification cannot be used to narrow a claim term – to deviate from the plain and ordinary meaning – unless the inventor acted as his own lexicographer or intentionally disclaimed or disavowed claim scope.”

Judge Moore urged that “[t]he error in Retractable is the majority’s attempt to rewrite the claims to better conform to what it discerns is the “invention” of the patent instead of construing the language of the claim,”
 and “[c]hanging the plain meaning of a claim term to tailor its scope to what the panel believes was the ‘actual invention’ is not supported by Phillips.”

Judge Moore also noted that “[w]e have waited five years (since Amgen Inc. v. Hoechst Marion Roussel, Inc., 469 F.3d 1039 (Fed. Cir. 2006), where six judges claimed a willingness to review Cybor) for that ever-elusive perfect vehicle to review the issue of deference to the district court’s claim construction.”  Judge Moore expressed her view that claim construction is not necessarily entirely a question of law: “The Supreme Court [in Markman] held that claim construction was a ‘mongrel practice.’ * * * As such it is clearly a mixed question of law and fact and deference should be given to the factual parts.”

Circuit Judge O’Malley urged that “[i]t is time to revisit and reverse our decision in Cybor Corp. v. FAS Techs., Inc., 138 F.3d 1448 (Fed. Cir. 1998) (en banc). Because this case presents an appropriate vehicle to do so, and the court’s decision necessarily would change if even minimal deference were afforded to the trial judge’s claim construction, I dissent from the refusal to hear this case en banc.”

Judge O’Malley urged that deference should be given to a district court’s claim construction where that construction was the result of thoughtful analysis:

Post-Markman, district judges have been trained to—and do—engage in detailed and thoughtful analysis of the claim construction issues presented to them. They conduct live hearings with argument and testimony, sometimes covering several days, and certainly always extending beyond the mere minutes that courts of appeals have to devote to live exchanges with counsel. Simply, “the trial court has tools to acquire and evaluate evidence that this court lacks.” * * * While no one would urge deference to cryptic, unthinking rulings born of little or no real inquiry, where, as here, the trial court has thoroughly vetted all relevant aspects of the claim constructions at issue, “careful consideration of the institutional advantages of the district court would counsel deference.” * * * Indeed, the Supreme Court has held that a deferential standard of review is warranted for mixed questions of law and fact “when it appears that the district court is ‘better positioned’ than the appellate court to decide the issue in question . . . .” * * *

Judge O’Malley further emphasized that here the construction of “body” had been before both District Court Judges Davis and Folsom in the Eastern District of Texas, and they had agreed:

Before reaching this court, the construction of that term had been debated by multiple lawyers and had been considered by two district judges. In a prior case involving some of the patents in suit here, Judge Leonard Davis of the Eastern District of Texas construed the term “body” to allow for multiple pieces. * * * Judge Davis had the benefit of a live claim construction hearing and extensive briefing from the parties before he construed the claim term. Judge David Folsom, also of the Eastern District of Texas, presided in this case. Judge Folsom again conducted a live claim construction hearing after briefing from the parties. Judge Folsom ultimately agreed with Judge Davis’s construction of the term “body” in the prior case and applied it here. * * * The parties proceeded to trial on that claim construction. The jury found that both of Becton Dickinson’s accused syringes infringed the asserted claims. When the panel reversed Judge Folsom’s claim construction, it upended the jury verdict and set aside the product of years of litigation before two judicial officers. In other words, the decision here did not promote the consistency and uniformity in patent law that Cybor was intended to foster; the decision here accomplished the opposite.

Judge O’Malley, though, parted company with Judge Moore on whether the panel opinion was contrary to Phillips:  “Unlike Judge Moore, I do not criticize the panel majority for its legal analysis. The majority adhered to the broad principles of claim construction set forth in Phillips v. AWH Corp., 415 F.3d 1303 (Fed. Cir. 2005), and reached a different conclusion than the trial judge. Because Cybor prohibits deference to lower court determinations regarding claim construction, the majority had no reason to question its right to reach an entirely independent decision on the construction of this critical claim term. Indeed, but for my belief that Cybor was wrongly decided, I would not urge en banc in this case even if I would have applied Phillips differently than the majority. The fact, however, that the panel members could not agree on the proper claim construction in this case, despite careful consideration of their respective obligations under Phillips, underscores the complicated and fact-intensive nature of claim construction and the need to rethink our approach to it.”

C. Lexicographical References

1. A Term May Receive Other Than Its Ordinary Meaning, But the Specification Must Clearly Disclose Such Other Meaning [image: image504.png]



In Typhoon Touch Technologies, Inc. v. Dell, Inc.,
 the Federal Circuit affirmed the district court’s claim construction that “keyboardless” should receive it ordinary meaning construed in light of the examples disclosed in the specification.

Typhoon’s patent-in-suit was drawn to a portable computer having a touch-screen display:

[image: image505.png]



Typhoon sued Dell and a number of other companies that produced and sold tablet computers and handheld devices such as smart phones.

The district court construed “memory for storing,” “processor for executing,” “operating in conjunction,” and “keyboardless.”  On the basis of those constructions, Typhoon stipulated that it could not prove infringement.  The Federal Circuit affirmed the district court’s constructions, and the finding of non-infringement.  However, the Federal Circuit reversed the district court’s grant of summary judgment of invalidity in which the district court had concluded that the phrase “means for cross-referencing,” construed as a means-plus-function limitation governed by § 112(6), was indefinite under § 112(2) because there was no “corresponding structure,” i.e., an algorithm, for performing the recited function.  The Federal Circuit concluded that the specification provided an adequate description of the corresponding algorithm.  The claim construction issue concerning “keyboardless” will be addressed here.

Representative claim 12 called for:

12. A portable, keyboardless, computer comprising:

an input/output device for displaying inquiries on a touch-sensitive screen, said screen configured for entry of responses to said inquiries;

a memory for storing at least one data collection application configured to determine contents and formats of said inquiries displayed on said screen;

a processor coupled to said memory and said input/output device for executing said data collection application; and

an application generator for generating said data collection application and for creating different functional libraries relating to said contents and said formats displayed on said screen, said application generator further comprising means for cross-referencing responses to said inquiries with possible responses from one of said libraries; and

a run-time utility operating in conjunction with said processor to execute said application and said libraries to facilitate data collection operations. (emphasis by the court)

The district court construed “keyboardless” to mean “with-out a mechanically integrated keyboard.”  Typhoon urged that the specification gave a broader description, and that “keyboardless” meant that the device did not require the use of a separate keyboard, but that the claims did not preclude devices in which a separate keyboard was present.  Typhoon argued that the specification gave a “special meaning” to “keyboardless” in which the ordinary meaning of “without a keyboard” did not apply.

The Federal Circuit noted that “it is established that a claim term ‘will not receive its ordinary meaning if the patentee acted as his own lexicographer and clearly set forth a definition of the disputed term in either the specification or the prosecution history.’ ”
  Here, the district court had noted that the specification criticized mechanical keyboards, and stated that the patented device may include a “simulated keyboard” such as a keyboard produced on the screen.  However, the specification did not describe any device having a mechanically integrated keyboard.  The district court therefore construed the claims to exclude a mechanically integrated keyboard, although not excluding a peripheral keyboard.

The Federal Circuit affirmed:  “We agree with the district court that ‘keyboardless’ means without an integrated mechanical keyboard, but accepts a touch-screen keyboard or a hooked up peripheral keyboard. It is clear from the specification that the inventor so in-tended, and that the patent examiner so perceived the claims.”

2. Purported Redefinition of a Term, or Disavowal of a Meaning Must Both be Clear: Using “Attached” in Embodiments to Refer to an Attachment to an Outer Surface Does Not Limit the Claims to Attachment Only to an Outer Surface: Using Two Terms as Alternatives Does Not Limit the Scope of the Terms [image: image506.png]-
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In Thorner v. Sony Computer Entertainment America LLC,
 the Federal Circuit, emphasizing that a purported redefinition of a claim term, or disavowal of a meaning must both be clear, disagreed with the district court’s construction of two claim terms, and vacated the district court’s grant of summary judgment of non-infringement.

Thorner’s patent-in-suit was drawn to a tactile feedback system for computer video games.  As illustrated in Fig. 2:

[image: image507.emf]
tactile feedback controller 110 was part of the larger gaming system having one or more devices as illustrated.  Each device provided some tactile response.  For example, controller 598 might vibrate if a car crashes in a racing game.  The accused products were hand-held game controllers.

Claim 1 called for:

In a computer or video game system, apparatus for providing, in response to signals generated by said computer or video game system, a tactile sensation to a user of said computer or video game system, said apparatus comprising:

a flexible pad;

a plurality of actuators, attached to said pad, for selectively generating tactile sensation; and

a control circuit * * * for generating a control signal to control activation of said plurality of actuators * * * . (emphasis added)

The district court held that the specification implicitly defined “attached” to mean “affixed to an exterior surface.”  The district court subsequently granted summary judgment of non-infringement.  The Federal Circuit disagreed with that construction.

The Federal Circuit reiterated that “[t]he words of a claim are generally given their ordinary and customary meaning as understood by a person of ordinary skill in the art when read in the context of the specification and prosecution history.”
  The Federal Circuit emphasized that “[t]here are only two exceptions to this general rule: 1) when a patentee sets out a definition and acts as his own lexicographer, or 2) when the patentee disavows the full scope of a claim term either in the specification or during prosecution.”

With respect to acting as his/her own lexicographer, the Federal Circuit reiterated that “[t]o act as its own lexicographer, a patentee must ‘clearly set forth a definition of the disputed claim term’ other than its plain and ordinary meaning. * * * It is not enough for a patentee to simply disclose a single embodiment or use a word in the same manner in all embodiments, the patentee must ‘clearly express an intent’ to redefine the term.”

The Federal Circuit further reiterated that with respect to disavowal “[t]he standard for disavowal of claim scope is similarly exacting. ‘Where the specification makes clear that the invention does not include a particular feature, that feature is deemed to be outside the reach of the claims of the patent, even though the language of the claims, read without reference to the specification, might be considered broad enough to encompass the feature in question.’ * * * ‘The patentee may demonstrate intent to deviate from the ordinary and accustomed meaning of a claim term by including in the specification expressions of manifest exclusion or restriction, representing a clear disavowal of claim scope.’ * * *.”

The Federal Circuit added that “[m]ere criticism of a particular embodiment encompassed in the plain meaning of a claim term is not sufficient to rise to the level of clear disavowal,” and “[i]t is likewise not enough that the only embodiments, or all of the embodiments, contain a particular limitation. We do not read limitations from the specification into claims; we do not redefine words. Only the patentee can do that. To constitute disclaimer, there must be a clear and unmistakable disclaimer.”

The Federal Circuit further reiterated that “[i]t is the claims that define the metes and bounds of the patentee’s invention. * * * The patentee is free to choose a broad term and expect to obtain the full scope of its plain and ordinary meaning unless the patentee explicitly redefines the term or disavows its full scope.”

Regarding “attached,” Sony argued that the patent-in-suit used “attached to” when referring to an attachment to an outer surface, and “embedded” when referring to an actuator placed inside a housing.  The Federal Circuit rejected that argument as furnishing a basis for narrowing the scope of the claim.

The Federal Circuit explained that “[o]ur case law is clear, claim terms must be given their plain and ordinary meaning to one of skill in the art. * * * The plain meaning of the term ‘attached’ encompasses either an external or internal attachment. We must decide whether the patentee has redefined this term to mean only attachment to an external surface.”

The Federal Circuit acknowledged that the specification repeatedly used “attached” in embodiments where the actuators were “attached to [an] outer side,” never used the word ‘attached’ when referring to an actuator located on the interior of a controller.  Nevertheless, the Federal Circuit remarked that “[w]e hold that this does not rise to the level of either lexicography or disavowal. Both exceptions require a clear and explicit statement by the patentee.”
  The Federal Circuit added that “[i]t is not enough that the patentee used the term when referencing an attachment to an outer surface in each embodiment.”

Citing Bell Atl. Network Servs., Inc. v. Covad Commc’ns Grp., Inc.,
 the Federal Circuit acknowledged that “[i]t is true that in certain pre-Phillips cases, we held that use of two terms as alternatives could amount to an implicit redefinition of the terms.”  The Federal Circuit, though, explained that:  “But the ‘implied’ redefinition must be so clear that it equates to an explicit one. In other words, a person of ordinary skill in the art would have to read the specification and conclude that the applicant has clearly disavowed claim scope or has acted as its own lexicographer. Simply referring to two terms as alternatives or disclosing embodiments that all use the term the same way is not sufficient to redefine a claim term.”

With respect to “flexible pad,” the district court construed the term as requiring “capable of being noticeably flexed with ease.”  Thorner urged that “flexible” simply meant “capable of being flexed.”  The Federal Circuit agreed:  “Neither the claims nor the specification requires the ‘flexible pad’ to be noticeably flexed with ease. The specification says only that the flexible pad must be a semi-rigid structure. The task of determining the degree of flexibility, the degree of rigidity that amounts to ‘semi-rigid,’ is part of the infringement analysis, not part of the claim construction.”

Query:  If “flexible” is construed to mean “capable of being flexed,” and the specification equates “flexible pad” with a semi-rigid structure, it is unclear what further analysis is required for infringement.

D. Functional Phrases in Apparatus Claims

1. Court Did Not Err in Requiring Apparatus Claims to Perform Recited Functions, Rather Than Be Merely “capable of” Performing Recited Functions [image: image508.png]



In Typhoon Touch Technologies, Inc. v. Dell, Inc.,
 the Federal Circuit affirmed the district court’s claim construction that required elements in apparatus claims to actually perform the recited functions rather than be merely “capable of” performing the recited functions.  The Federal Circuit distinguished Microprocessor Enhancement Corp. v. Texas Instruments, Inc.,
 as not having addressed that issue, and followed Fantasy Sports Props., Inc. v. Sport-sline.com, Inc.

Typhoon’s patent-in-suit was drawn to a portable computer having a touch-screen display:
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Typhoon sued Dell and a number of other companies that produced and sold tablet computers and handheld devices such as smart phones.

The district court construed “memory for storing,” “processor for executing,” “operating in conjunction,” and “keyboardless.”  On the basis of those constructions, Typhoon stipulated that it could not prove infringement.  The Federal Circuit affirmed the district court’s constructions, and the finding of non-infringement.  However, the Federal Circuit reversed the district court’s grant of summary judgment of invalidity in which the district court had concluded that the phrase “means for cross-referencing,” construed as a means-plus-function limitation governed by § 112(6), was indefinite under § 112(2) because there was no “corresponding structure,” i.e., an algorithm, for performing the recited function.  The Federal Circuit concluded that the specification provided an adequate description of the corresponding algorithm.  The claim construction issues concerning “memory for storing,” “processor for executing,” and “operating in conjunction” will be addressed here.

Representative claim 12 called for:

12. A portable, keyboardless, computer comprising:

an input/output device for displaying inquiries on a touch-sensitive screen, said screen configured for entry of responses to said inquiries;

a memory for storing at least one data collection application configured to determine contents and formats of said inquiries displayed on said screen;

a processor coupled to said memory and said input/output device for executing said data collection application; and

an application generator for generating said data collection application and for creating different functional libraries relating to said contents and said formats displayed on said screen, said application generator further comprising means for cross-referencing responses to said inquiries with possible responses from one of said libraries; and

a run-time utility operating in conjunction with said processor to execute said application and said libraries to facilitate data collection operations. (emphasis by the court)

With respect to the “a memory for storing” limitation, the district court concluded:

A memory that must perform the recited function (i.e., storing a plurality of data collection applications, an operating system and data/ at least one data collection application/ data collection application and various libraries/ functional libraries/ a data collection application and an operating system).

Typhoon argued that the district court had erred by included a “use” limitation in an apparatus claim.  Typhoon urged the memory only had to be capable of being configured to store data collection applications, even if the memory was not so configured.  Typhoon stressed that the claims were apparatus claims, not method claims, and thus it was irrelevant whether the function was actually performed by the accused device, citing Microprocessor Enhancement Corp. v. Texas Instruments, Inc.

The Federal Circuit disagreed.  The court noted that in Microprocessor, the Federal Circuit had recognized that apparatus claims may use functional language, and that the apparatus must be “capable” of performing the recited function.  However, the Federal Circuit distinguished Microprocessor as “not deal[ing] with the situation in which an apparatus does not perform the function stated in the claim unless the apparatus is specifically so programmed or configured.”
  The Federal Circuit noted that in Fantasy Sports Props., Inc. v. Sport-sline.com, Inc.,
 the Federal Circuit had rejected “the proposition, as argued by Fantasy, that infringement may be based upon a finding that an accused product is merely capable of being modified in a manner that infringes the claims of a patent.”
The Federal Circuit concluded that “[n]o error of law or fact has been shown in the district court’s construction of the ‘memory for storing’ term as requiring that the memory function is present in the device in that the device is structured to store at least one data collection application.”

Similarly, the district court construed “processor for executing said data collection application” as requiring that “the recited function must be performed (namely, executing the application and the libraries to facilitate data collection operations).” Typhoon argued that “processor for executing” only required that the device be capable of being programmed or configured to execute the data collection application, and that infringement will occur even if it is not so programmed or configured.
Again, the Federal Circuit disagreed – although here the Federal Circuit also found that statements during prosecution.  The Federal Circuit held that the patentee was bound by those statements.

The district court concluded that no construction was necessary for the clause “operating in conjunction with said processor to execute said application and said libraries to facilitate data collection operations.”  The district court found that it was clear that the run-time utility/ executor/ application generator must be configured and programmed to operate in conjunction with the processor operating system.  Typhoon again urged that the district court had improperly injected a “use” limitation, and that infringement would occur if the computer-implemented structures could be configured to operate as claimed, whether or not such structures had been so configured.

The Federal Circuit disagreed:  “The district court’s holding that the claims require actual adaptation, by program or configuration, conforms with the inventors’ description of what they invented. We discern no error in the district court’s view that this term requires that the device is programmed or configured to perform the stated function.”

E. Markman Procedure

1. Restrictions on Number of Claims for Construction

a) Claim Selection Procedure Requiring an Initial Selection of Claims, Followed by Narrowing That Selection After Discovery, With a Proviso That Other Claims Raising Non-Duplicative Issues of Validity or Infringement Could be Added, But Refusing to Sever and Stay Non-Selected Claims, Did Not Violate Due Process [image: image510.png]
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In In re Katz Interactive Call Processing Patent Litigation,
 the Federal Circuit rejected Katz’s contention that the district court’s claim selection procedure violated due process because of the possible preclusive effects in future actions.  The district court had required Katz to make a first selection of claims followed by a narrower selection after discovery, but with the proviso that Katz could seek to add more claims if such claims presented non-duplicative issues of validity or infringement.  The Federal Circuit concluded that proviso protected Katz’s rights in the non-selected claims.

Katz was the owner of a number of patents drawn to interactive call processing and call conferencing systems.  In connection with the current appeal, Katz asserted 14 patents relating to interactive call processing systems.  Those patents fell into four groups with each group sharing a common specification.

Katz, in 1997, asserted several of the same patents against AT&T which resulted in a settlement.  Verizon Communications, Inc., in 2001, filed a declaratory judgment action against Katz in the Central District of California, which also resulted in a settlement.  In 2005 and ’06, Katz filed 25 suits in the Eastern District of Texas and District of Delaware, which were consolidated in the Central District of California before Judge R. Gary Klausner, who had presided over Verizon’s declaratory judgment suit. 

In those 25 actions Katz asserted 1,975 claims in 31 patents against 165 defendants in 50 groups of related corporate entities.  According to the opinion, Katz subsequently filed 28 additional actions that were also assigned to Judge Klausner.  The appeal involved the initial 25 actions.

Several defendant groups asked the district court to limit the number of asserted claims that would be addressed.  One group suggested that Katz initially select 40 claims per action and then narrow the number of claims after discovery to 20 claims per action.  Katz, on the other hand, suggested initially selecting 50 claims per defendant group and then narrow the number to 20 claims per defendant group after discovery.  According to the opinion, Katz did not object to limiting the number of claims in order to make the case manageable.

The district court ordered Katz to select no more than 40 claims per defendant group, and to narrow those to 16 claims per defendant group after discovery.  The district court further ordered that the total number of claims asserted against all defendants could not exceed 64 (8 claims for each specification, including 4 specifications not involved in the appeal).  The district court added, however, that Katz could add new claims if they ‘raise[d] issues of infringement/validity that [were] not duplicative’ of previously selected claims. Katz added new claims to exceed a total of 64 across all the actions, but the number of claims did not exceed 16 per defendant group.

Rather than seeking to add additional claims, Katz moved the district court to sever and stay the non-selected claims.  Katz urged that the district court’s requirement to select claims violated Katz’s due process rights because doing so could result in decisions having a preclusive effect on non-selected claims.  The district court denied Katz’s motion noting that Katz could add new claims if such claims raised non-duplicative issues of infringement or validity.

The defendants subsequently moved for summary judgment of invalidity based on anticipation, obviousness, written description and indefiniteness, and for non-infringement on case specific grounds.  The district court held that all selected claims were either invalid or not infringed.

Katz contended that by entering judgment without severing and staying non-selected claims, the district court divested Katz of its rights in the non-selected claims without due process because the court’s judgment could have preclusive effects in any subsequent actions.  Katz also contended that the district court had assumed that claims were duplicative contrary to the doctrine of claim differentiation and the presumption of validity under § 282.

The Federal Circuit disagreed.  The court reasoned that “t]o make out a due process claim, Katz must demonstrate that the district court’s claim selection procedure risked erroneously depriving it of its rights and that the risk outweighed the added costs associated with a substitute procedure.”

Katz argued, inter alia, that the district court improperly imposed on Katz to make a showing that unselected claims raised issues of infringement or validity that were not duplicative.  Katz urged that in cases involving collateral estoppel, the defendant bore the burden of showing that the asserted claims were patentably distinct from claims previously found to be invalid.  By analogy, Katz argued that the defendants should have been required to show that the issues presented by the claims that Katz did not select were identical to the issues presented by the selected claims.  Katz contended that without that showing, the unasserted claims should have been expressly excluded from the judgments.

The Federal Circuit disagreed.  The Federal Circuit first noted that “[w]hen the claimant is in the best position to narrow the dispute, allocating the production burden to the claimant will benefit the decision-making process and therefore will not offend due process unless the burden allocation unfairly prejudices the claimant’s opportunity to present its claim.”
  

The Federal Circuit secondly concluded that “Katz has failed to demonstrate that the allocation of burdens in the claim selection procedure adopted by the district court unfairly prejudiced it by creating a significant risk that Katz would be erroneously deprived of property rights in unselected claims.”
  The court especially noted that “[u]nder the circumstances of this case, we conclude that the district court acted reasonably in concluding that it would be more efficient to require Katz to point out those unselected claims that raised separate issues of infringement and invalidity rather than requiring the defendants to prove that all of the unselected claims were duplicative.”

The Federal Circuit further noted that Katz had made no effort to identify additional claims by showing that such additional claims raised unique issues of validity or infringement.  Rather, Katz argued that the number of claims the district court had allowed was insufficient and moved to add new claims exceeding the 64-claim limit for all actions.  But, Katz had not attempted to show that the newly asserted claims raised new infringement or validity issues.

Nevertheless, the district court allowed Katz to add claims without a showing of uniqueness, resulting in almost 100 asserted claims.  The district court rejected Katz’s argument that the claim selection procedure violated due process.

The Federal Circuit agreed:  “[w]e agree with the district court’s due process analysis. Based on its initial determination that the asserted patents contained many duplicative claims, it was both efficient and fair to require Katz to identify those unasserted claims that, in Katz’s view, raised separate legal issues from those raised by the asserted claims. In light of Katz’s failure to make, or even attempt to make, any such showing, it was reasonable for the district court to deny Katz’s motion to sever and stay the disposition of all of the unselected claims.”

The Federal Circuit added that did not mean that claim selection procedures were unreviewable:  “Katz could have sought to demonstrate that some of its unselected claims presented unique issues as to liability or damages. If, notwithstanding such a showing, the district court had refused to permit Katz to add those specified claims, that decision would be subject to review and reversal. As noted, however, the problem with Katz’s position is that Katz made no effort to make such a showing with respect to any of the unselected claims. Instead, Katz chose to make the ‘all or nothing’ argument that the entire claim selection process was flawed from the start and that it is impermissible to give the judgments effect as to the unselected claims regardless of Katz’s failure to make any showing as to the uniqueness of any of those claims. That sort of global claim of impropriety is unpersuasive.”

The Federal Circuit further concluded that the district court had not violated the statutory presumption that each claim was independently presumed valid.  The Federal Circuit reasoned that “[w]hile different claims are presumed to be of different scope, that does not mean that they necessarily present different questions of validity or infringement. And the court only required Katz to demonstrate that new claims presented unique questions of validity or infringement. * * * Although the court required Katz to show that additional claims presented unique questions for the case, the court did not place a burden on Katz to demonstrate that its claims covered distinct subject matter.”

2. Waiver

a) When a Party Fails to Timely File an Objection to a Special Master’s Proposed Construction of a Term, That Party Waives an Alternative Construction Unless Waiver is Excused by the Federal Circuit [image: image513.png]-
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In Absolute Software, Inc. v. Stealth Signal, Inc.,
 Absolute filed suit alleging that Stealth had infringed three of its patents.  Stealth then licensed a patent on related technology, and counterclaimed for infringement.  The district court appointed a special master for claim construction, adopted the claim constructions recommended by the master, and granted each party’s motion for summary judgment of non-infringement.  On appeal, the Federal Circuit did not alter the recommended claim constructions, but reversed and remanded the grant of summary judgment in favor of Stealth, concluding that genuine issues of material fact remained in dispute.

The technology involved, as expressed by one of the parties, “LoJack for Laptops.”  Both the Absolute and Stealth patents were drawn to systems and methods for locating lost or stolen computers.

The district court appointed a professor from Rice University as a special master to construe various disputed claim terms.  The master issued a 130 page Report and Recommendation (R&R).  The order appointing the master provided that the parties had twenty days in which to file objections to the master’s R&R.  

The master had construed “global network communication links” in the claims of one of Absolute’s patents to mean “the identification of one or more (perhaps less than all) of the connections (either direct or indirect) between two nodes in the Internet (one of the nodes may be the electronic device itself) used to enable data transmission between said electronic device and said host system.”  Although Absolute had filed objections to some of the master’s recommended constructions, Absolute had not filed an objection to that construction.
On appeal, Absolute contended, inter alia, that construction was erroneous.  The Federal Circuit concluded that Absolute had waived the issue by not filing an objection.

Absolute urged that it had not waived the issue because it had presented the district court with its originally proposed construction.  The Federal Circuit was not persuaded:  “We do not find Absolute’s argument persuasive. A primary purpose of appointing a special master is to narrow the issues before the district court judge to facilitate an efficient and timely resolution of complex or highly-technical issues, such as patent claim construction. * * * Both Rule 53(f)(2) of the Federal Rules of Civil Procedure and the district court’s order expressly included a mechanism for parties to file objections and a time limit to do so. It is through these objections that the district court can determine which issues remain in dispute and require the court’s attention. Accepting Absolute’s argument that its challenge to the special master’s claim construction was ‘presented to the district court’ simply because it was argued to the special master would eviscerate the very purpose of this procedure.”

The Federal Circuit noted that in limited circumstances the court would consider issues not addressed by the district court, i.e., “when (i) the issue involves a pure question of law and refusal to consider it would result in a miscarriage of justice; (ii) the proper resolution is beyond any doubt; (iii) the appellant had no opportunity to raise the objection at the district court level; (iv) the issue presents significant questions of general impact or of great public concern; or (v) the interest of substantial justice is at stake,”
 (internal quotations and brackets omitted), but declined to do so here “given the careful claim construction procedure the district court established in this case.”

F. Miscellaneous

1. Limitation “having a temperature within 2°C of the predetermined temperature” Allows Minor Fluctuations [image: image514.png]
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In Lexion Medical, LLC v. Northgate Technologies, Inc.,
 the Federal Circuit affirmed the district court’s grant of summary judgment of infringement based on a construction of “having a temperature within 2°C of the predetermined temperature” that allowed for minor fluctuations.  The Federal Circuit concluded that the language of the claims and the specification supported those fluctuations even though the claim language did not use the term “about.”

Lexion’s patent-in-suit was drawn to heating a humidifying gas used to inflate the abdominal cavity during laparoscopic surgery.  Normally such gases were cold relative to body temperature, and dry, which resulted in post-operative discomfort.

The specification explained that gas being delivered “while still maintained at the desired temperature, or at least within about 2°C of it, and preferably within about 0.5°C[.]”  The specification also explained that upon activation “there is a lag time of milliseconds for sensing the temperature of gas and adjusting the heating to achieve the proper gas temperature. * * * [and that] approximately the first 12 to 15 cubic centimeters of gas leaving the apparatus after it is activated are cooler than the predetermined temperature.”

Claim 11 provided:

11. A method of providing heated, humidified gas into a patient for an endoscopic procedure comprising the steps of:

a) directing pressure- and volumetric flow rate-controlled gas, received from an insufflator into a chamber having a means for heating the gas to a temperature within a predetermined range and a means for humidifying the gas and being disposed immediately adjacent to the patient, wherein the chamber is in flow communication with and immediately adjacent to a means for delivering the gas to the interior of the patient;

b) sensing the temperature of the gas as it exits the chamber to determine if it is within the predetermined range; and

c) actuating the heating means if the temperature of the gas is without the predetermined range;

d) humidifying the gas within the chamber; and

e) flowing the gas into the delivery means such that the gas enters the patient humidified and having a temperature within 2°C of the predetermined temperature and thus providing the gas.

Northgate’s accused device – the “Humi-Flow” – heated and humidified gas from an insufflator.  

In a first trial, a jury concluded that Northgate had induced and contributed to infringement of Lexion’s patent.  On appeal, the Federal Circuit in a non-precedential opinion, vacated and remanded with new constructions for several terms, i.e., “means for humidifying,” “means for heating,” and “predetermined temperature.”  On remand, the district court granted summary judgment of infringement.

At the first trial, Lexion’s expert testified that the Humi-Flow provided gas “having a temperature within 2°C of the predetermined temperature.” The district court had not construed “predetermined temperature.”  At the time, Lexion urged that “predetermined temperature” did not mean a single temperature, but a range, and that the 2°C range in limitation (e) meant within 2°C of the predetermined temperature range, “a range of a range.”

Lexion’s expert performed two sets of experiments to measure the temperature of the gas heated by the Humi-Flow based on Lexion’s proposed construction.  The expert’s analysis concluded that the gas from the Humi-Flow satisfied that construction.

On the first appeal, the Federal Circuit construed “predetermined temperature” to mean “a single temperature point.”  On remand, Lexion’s expert filed a new declaration based on analyzing a subset of data from one of the two tests.  The expert identified the temperature of gas from the Humi-Flow as spanning a range of 3.64°C, and almost always within 2°C of 37°C, human body temperature.  

The district court concluded that limitation (e) of claim 11 did not require that the temperature range must always be within 2°C of the predetermined temperature because the specification discloses that temperatures “will, at times, fluctuate outside the four-degree range.” On appeal, the Federal Circuit affirmed.

The Federal Circuit first concluded that reading limitations (b), (c), and (e) together supported the district court’s construction.  According to the Federal Circuit, “[l]imitation (b) requires the claimed method to ‘sens[e] the temperature of the gas as it exits the chamber to determine if it is within the predetermined range,’ and limitation (c) adds that, in response to limitation (b), the device can ‘actuat[e] the heating means if the temperature of the gas is without the predetermined range[.]’ * * * Because limitations (b) and (c) imply that gas leaving the chamber will fluctuate briefly outside of the predetermined range, the range of the gas entering the patient through a tube leading from the chamber, as described by limitation (e), must have the same fluctuations.”

The Federal Circuit also noted that “within” was not limited to “always within.”  The Federal Circuit further found support for that construction in the specification which allowed for minor fluctuations.

The Federal Circuit concluded that “[t]he district court correctly interpreted ‘having a temperature within 2°C of the predetermined temperature’ not to require the claimed device to always be with 2°C of the predetermined temperature. Thus, the trial court’s interpretation of this phrase reflects accurately both the claim language and the specification’s support for that claim language.”

2. Claim Construction: When the Claim Language and Specification Indicate That “a” Means One and Only One, It Is Appropriate to Construe “a” As Such Even in the Context of an Open-Ended “comprising” Claim [image: image516.png]
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See the discussion of Harari v. Lee,
 under the “Written Description” topic.

XIV. CONSTRUCTION OF MEANS - AND STEP-PLUS-FUNCTION LIMITATIONS
A. Written Description and Definiteness Issues – §§  112(2) and 112(6)

1. Federal Circuit Limits WMS Gaming and Aristocrat: Claims Calling For a ‘means for processing,’ ‘receiving,’ and ‘storing’ May Simply Claim a General Purpose Computer, Although in Means-Plus-Function Terms: The Question is Whether the Functions Recited in the Claims Can be Performed by a General Purpose Processor or, Instead, Constitute Specific Computer-Implemented Functions Which Require a Disclosure of Corresponding Algorithms [image: image518.png]
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In In re Katz Interactive Call Processing Patent Litigation,
 the district court had held a number of ‘means for processing’ claims invalid under § 112(2) as being indefinite where the only disclosed ‘corresponding structure’ was a general purpose computer without a disclosure of an algorithm.  On appeal, the Federal Circuit affirmed as to some claims, but reversed and remanded as to other claims, concluding that in some instances claiming a ‘means for process,’ ‘receiving,’ and ‘storing’ may simply claim a general purpose computer, although in means-plus-function terms.  The key distinguishing factor appears to be whether the functions recited in the claims can be performed by a general purpose processor or, instead, constitute specific computer-implemented functions as to which corresponding algorithms must be disclosed.

Katz was the owner of a number of patents drawn to interactive call processing and call conferencing systems.  In connection with the current appeal, Katz asserted 14 patents relating to interactive call processing systems.  Those patents fell into four groups with each group sharing a common specification.

Katz, in 1997, asserted several of the same patents against AT&T which resulted in a settlement.  Verizon Communications, Inc., in 2001, filed a declaratory judgment action against Katz in the Central District of California, which also resulted in a settlement.  In 2005 and ’06, Katz filed 25 suits in the Eastern District of Texas and District of Delaware, which were consolidated in the Central District of California before Judge R. Gary Klausner, who had presided over Verizon’s declaratory judgment suit. 

In those 25 actions Katz asserted 1,975 claims in 31 patents against 165 defendants in 50 groups of related corporate entities.  According to the opinion, Katz subsequently filed 28 additional actions that were also assigned to Judge Klausner.  The appeal involved the initial 25 actions.

With respect to certain claims drafted in means-plus-function format, governed by § 112(6), the district court concluded that those claims were invalid because of indefiniteness because the only corresponding structure disclosed in the specification was a general purpose computer, and the specification had not disclosed an algorithm for performing the claimed function.  The Federal Circuit affirmed-in-part, vacated-in-part, and remanded.

The claims included claims from what was referred to as the Statistical Interface and Conditional Interface Plus groups of patents.  Those included claims drawn to ‘means for processing at least certain of said answer data signals,’ claims drawn to an ‘analysis structure for receiving and processing said caller data signals,’ a claim calling for an ‘analysis structure connected to the record memory for processing at least certain of the data relating to certain individual callers subject to qualification by the qualification structure,’ claims drawn to a ‘processing means * * * for receiving customer number data entered by a caller and for storing the customer number data * * * and based on a condition coupling an incoming call to the operator terminal, the processing means visually displaying the customer number data,’ and a claim calling for a ‘means for processing coupled to said forwarding means for processing caller information data entered by an operator.’ 

The district court held that those claims were invalid under the analysis in WMS Gaming, Inc. v. International Game Technology,
 and Aristocrat Technologies Australia Pty Ltd v. International Game Technology,
 because the specifications disclosed only general purpose computers and did not disclose algorithms for performing the claimed function.

The Federal Circuit explained that in WMS Gaming, the court “addressed a means-plus-function limitation in which the recited function was implemented by a general purpose computer. The patent claimed slot machines having a ‘means for assigning a plurality of numbers representing’ the angular positions of each slot reel. * * * The parties agreed that a computer controlled the means-plus-function limitation, and the district court construed the limitation to cover ‘any table, formula, or algorithm’ that might be used to perform the function of assigning numbers representing the angular positions of the reel. This court rejected that interpretation and construed the limitation to cover only the algorithm disclosed in the specification. The court did so because it construed the corresponding structure not to be a general purpose computer, but rather to be a special purpose computer programmed to perform the disclosed algorithm.”

The Federal Circuit explained that subsequently in Harris Corp. v. Ericsson Inc.,
 which involved a signal processing patent claiming a “time domain processing means” for simulating the dispersive effect of media through which signals travel, the district court had held that the disclosed “corresponding structure” for performing the claimed function was a “symbol process.”  The Federal Circuit reversed noting that “computer-implemented means-plus-function term is limited to the corresponding structure disclosed in the specification and equivalents thereof, and the corresponding structure is the algorithm.”  The Federal Circuit held that the structure corresponding to the ‘time domain processing means’ could not be merely a ‘symbol processor,’ because the ‘symbol processor’ did not incorporate any disclosed algorithm.

According to the Federal Circuit, “[i]n the Aristocrat case, decided several years later, the court applied WMS Gaming and Harris to a patent that failed to disclose the algorithm that the recited computer used to perform a computer-implemented function. The patent at issue in Aristocrat covered a slot machine with a ‘control means’ to control displayed images, to define a set of predetermined arrangements for a given game depending on the player’s selections, and to pay a prize when a predetermined arrangement of symbols was displayed. * * * The only disclosed structure was a standard microprocessor-based gaming machine with ‘appropriate programming.’ * * * This court affirmed the district court’s ruling that the claims were indefinite due to the lack of structure corresponding to the recited functions. The court noted that the algorithm by which the functions are performed must be disclosed so as ‘to avoid pure functional claiming.’ ”

The Federal Circuit held that claims calling for a “processing means * * * for receiving customer number data entered by a caller and for storing the customer number data * * * and based on a condition coupling an incoming call to the operator terminal, the processing means visually displaying the customer number data,’ were ‘clearly indefinite’ under WMS Gaming, Aristocrat and Harris.  The Federal Circuit noted that the specifications did not ‘disclose an algorithm that corresponds to the ‘based on a condition coupling an incoming call to the operator terminal’ function.”

The Federal Circuit explained that “[c]omputers can be programmed to conditionally couple calls in many ways. Without any disclosure as to the way Katz’s invention conditionally couples calls, the public is left to guess whether the claims cover only coupling based on particular system conditions, such as the availability of an operator, or are broad enough to cover any coupling in conjunction with an if-then statement in source code. Katz’s claims therefore fail to fulfill the ‘public notice function’ of 35 U.S.C. § 112 ¶ 2 by ‘particularly pointing out and distinctly claiming’ the invention. * * * And by claiming a processor programmed to perform a specialized function without disclosing the internal structure of that processor in the form of an algorithm, Katz’s claims exhibit the ‘overbreadth inherent in open-ended functional claims,’ * * * in violation of the limits Congress placed on means-plus-function claims in section 112, paragraph 6. Because of the absence of the requisite structure, we affirm the district court’s indefiniteness ruling * * *.”

The Federal Circuit reached a different conclusion vis-à-vis the other claims.  The Federal Circuit concluded that the district court had interpreted WMS Gaming, Aristocrat, and Harris too broadly.

The district court had interpreted those cases as requiring that “the specification * * * disclose an algorithm for [any] recited function” that is performed solely or predominantly by a general purpose computer.  The Federal Circuit concluded that interpretation was too broad.  The Federal Circuit explained that “[t]hose cases involved specific functions that would need to be implemented by programming a general purpose computer to convert it into a special purpose computer capable of performing those specified functions. * * * By contrast, in the seven claims identified above, Katz has not claimed a specific function performed by a special purpose computer, but has simply recited the claimed functions of ‘processing,’ ‘receiving,’ and ‘storing.’ Absent a possible narrower construction of the terms ‘processing,’ ‘receiving,’ and ‘storing,’ discussed below, those functions can be achieved by any general purpose computer without special programming. As such, it was not necessary to disclose more structure than the general purpose processor that performs those functions. Those seven claims do not run afoul of the rule against purely functional claiming, because the functions of ‘processing,’ ‘receiving,’ and ‘storing’ are coextensive with the structure disclosed, i.e., a general purpose processor.”

In a footnote, the court explained that “[i]n substance, claiming ‘means for processing,’ ‘receiving,’ and ‘storing’ may simply claim a general purpose computer, although in means-plus-function terms. While broadly claiming in that manner makes it easier to satisfy the statutory requirement of ‘particularly pointing out and distinctly claiming the subject matter’ of the claims, 35 U.S.C. § 112 ¶ 2, it increases the vulnerability of the claims to possible invalidity on other grounds.”

The defendants urged that the district court’s interpretation was consistent with the Federal Circuit’s conclusion in Net MoneyIN, Inc. v. VeriSign, Inc.,
 that “a means-plus-function claim element for which the only disclosed structure is a general purpose computer is invalid if the specification fails to disclose an algorithm for performing the claimed function.”  The Federal Circuit disagreed concluding that “[w]hen viewed in context, it is clear that the quoted language applied only to computer-implemented means-plus-function claims in which the computer would be specially programmed to perform the recited function.”

The parties, however, disagreed as to what was meant by “processing.”  Katz contended that “processing” simply meant “processing.”  The defendants contended that “processing” meant certain specific functions disclosed in the specification.  The Federal Circuit remanded:  “Because the parties have not briefed the construction of the term ‘processing’ as used in the seven claims referred to above, we leave it to the district court to construe that term, along with the terms ‘receiving’ and ‘storing.’ Based on its construction, the district court can then determine whether the functions recited in those seven contested claims can be performed by a general purpose processor or, instead, constitute specific computer-implemented functions as to which corresponding algorithms must be disclosed.”

According to the Federal Circuit, “[t]he key inquiry is whether one of ordinary skill in the art would understand the patent to disclose structure that sufficiently corresponds to the claimed function, which in the case of a specific function implemented on a general purpose computer requires an algorithm.”

Comment: There are at least three portions of the court’s opinion that remain unclear.  The claim terms held to be indefinite versus the claim terms not held to be indefinite (and remanded) are:

	Indefinite
	Not Indefinite - Maybe

	‘processing means * * * for receiving customer number data entered by a caller and for storing the customer number data * * * and based on a condition coupling an incoming call to the operator terminal, the processing means visually displaying the customer number data’
	‘means for processing at least certain of said answer data signals’

	
	‘analysis structure for receiving and processing said caller data signals’

	
	‘analysis structure connected to the record memory for processing at least certain of the data relating to certain individual callers subject to qualification by the qualification structure’

	
	‘means for processing coupled to said forwarding means for processing caller information data entered by an operator’


In the claims held to be indefinite, the Federal Circuit concluded that ‘based on a condition coupling an incoming call to the operator terminal’ required disclosure of an algorithm.  The author agrees.  That function requires some programming to accomplish the stated function.

However, the same can be said for ‘processing means * * * for receiving customer number data entered by a caller and for storing the customer number data,’ i.e., the first part of the limitation.  In the ‘real world,’ a ‘processing means’ must be programmed to ‘receive’ specific data – in this case ‘customer number data entered by a caller.’  Further, a ‘processing means’ must be programmed to perform the function of ‘storing’ specific information, in this case ‘the customer number data.’  
When the Federal Circuit commented in a footnote that 

“[i]n substance, claiming ‘means for processing,’ ‘receiving,’ and ‘storing’ may simply claim a general purpose computer, although in means-plus-function terms. While broadly claiming in that manner makes it easier to satisfy the statutory requirement of ‘particularly pointing out and distinctly claiming the subject matter’ of the claims, 35 U.S.C. § 112 ¶ 2, it increases the vulnerability of the claims to possible invalidity on other grounds” 

that seems to suggest that the court viewed phrases such as “processing means * * * for receiving customer number data entered by a caller,’ and ‘processing means * * * for storing the customer number data” as “simply claim[ing] a general purpose computer, although in means-plus-function terms.”  That is emphasized by the court’s additional remark that doing so “increases the vulnerability of the claims to possible invalidity on other grounds.”

While perhaps true that claiming a “means for processing” per se may broadly claim a general purpose computer or processor, the addition of functional statements such as ‘for receiving customer number data entered by a caller,’ and ‘for storing the customer number data’ seem to clearly implicate or require particular programming, i.e., algorithms.

Turning to the limitations that were not deemed indefinite (at least at this stage, and which were remanded for a determination of what ‘processing’ meant), the first is ‘means for processing at least certain of said answer data signals.’  Again, the ‘means for processing’ was limited to ‘at least certain of said answer data signals.’  It is difficult to understand how that can refer to a general purpose computer or processor, as the Federal Circuit suggests, unless ‘at least certain of said answer data signals’ is ignored.  The same is true for the remaining limitations in the ‘Not Indefinite – Maybe’ column.  Perhaps we will have further clarification in the future.

2. It is Proper to Consult the Intrinsic Record, Including the Written Description, When Determining if a Challenger Has Rebutted the Presumption that a Claim Lacking the Term “means” Recites Sufficiently Definite Structure [image: image521.png]
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In Inventio AG v. ThyssenKrupp Elevator Americas Corp.,
 the Federal Circuit reversed the district court’s finding that “modernizing device” and “computing unit” limitations were means-plus-function limitations subject to 35 U.S.C. § 112(6), and that the claims were indefinite for failure to disclose “corresponding structure.”

Comment:  This case is interesting in several respects.  First, the case potentially expands the opportunities for “functional” claiming into an area where the true scope of the claim is arguably indefinite – even if the claim is not viewed as being subject to § 112(6).  Third, Judge Lourie, the author of the opinion, was also the author of the Federal Circuit’s 1998 in Personalized Media Commc’ns, LLC v. ITC,
 yet dubs what appear to be a central rationale in that case as “dicta.”  Fourth, the court appears to raise the presumption of not using the word “means” from a presumption that § 112(6) does not apply to a presumption that the words used in the claim “presumptively connotes sufficiently definite structure to those of skill in the art.”

For reasons given in subsequent comments, it is believed that the Federal Circuit was not necessarily wrong in concluding that the limitations-at-issue were not means-plus-function limitations governed by § 112(6), but wrongly decided the case solely on that issue without addressing the fundamental issue of whether the claims were indefinite.  Specifically, it is believed that the Federal Circuit wrongly concluded that “ ‘modernizing device’ presumptively connotes sufficiently definite structure to those of skill in the art” because of the absence of the word “means.”  It is believed that is contrary to Personalized Media and other cases.

The Federal Circuit reiterated that “[t]he use of the term ‘means’ triggers a rebuttable presumption that § 112, ¶ 6 governs the construction of the claim term. * * * Conversely, where, as here, the claim language does not recite the term ‘means,’ we presume that the limitation does not invoke § 112, ¶ 6. * * * When a claim term lacks the word ‘means,’ the presumption can be overcome if the challenger demonstrates that ‘the claim term fails to “recite sufficiently definite structure” or else recites “function without reciting sufficient structure for performing that function.” ’ ”

The parties principally disputed whether the “sufficiently definite structure” analysis focused on the claim language per se, or whether a court is permitted to view the claim language in light of the specification to determine whether a presumption has been overcome.

ThyssenKrupp argued that the “sufficiently definite structure” analysis hinged on whether the claim language “specifies the exact structure that performs the functions in question without need to resort to other portions of the specification or extrinsic evidence for an adequate understanding of the structure,” quoting TriMed, Inc. v. Stryker Corp., 514 F.3d 1256, 1259-60 (Fed. Cir. 2008).  Inventio, on the other hand, urged that in order to determine whether a claim lacking the word “means” is subject to § 112(6), the court should determine the intrinsic record, relying on Personalized Media Commc’ns, LLC v. ITC, 161 F.3d 696 (Fed. Cir. 1998).
The actual claim terms at issue were “modernizing device” and “computing unit” which lacked the term “means” and therefore the only actual issue was whether the intrinsic record can be consulted to overcome the presumption arising from the lack of the word “means,” i.e., that the limitation is presumptive not a means-plus-function governed by § 112(6).  However, the Federal Circuit at the beginning of its opinion wrote:  “We agree with Inventio. Claims are interpreted in light of the written description supporting them, and that is true whether or not the claim construction involves interpreting a ‘means’ clause.” (emphasis added)

That is, according to the Federal Circuit, the written description may be consulted to determine both whether (1) the presumption arising from not using the word “means” has been rebutted, and (2) the presumption from using the word “means” has been rebutted.
Later in the opinion, however, the Federal Circuit concluded that “it is proper to consult the intrinsic record, including the written description, when determining if a challenger has rebutted the presumption that a claim lacking the term ‘means’ recites sufficiently definite structure.”
  But did so in a context explaining TriMed in which “means” was used.  Thus, the import of the opinion is potentially somewhat unclear.

Inventio was the owner of the two patents-in-suit generally drawn to “modernizing” elevator systems.  In conventional elevator systems, one uses “up/down” buttons to “call” an elevator, and then uses buttons in the elevator to select a floor.  In the “modernized” system, one was able to use floor terminals to both call an elevator and to input a desired destination floor.  The patents disclosed a “modernizing device” and a “computing unit” that interfaced with new floor terminals and an elevator control to operate the elevator system. 

Claim 1 of one of the patents-in-suit was deemed representative:

1. A method of modernizing an elevator installation having at least one elevator controlled by at least one elevator control by way of at least one call report, comprising:

a. installing at least one floor terminal at each floor served by an elevator controlled by an elevator control for at least one of the input of destination call reports and for recognition of identification codes of users;

b. installing at least one computing unit and connecting the at least one computing unit to said floor terminals for at least one of evaluating the destination call reports and association of destination floors with recognized ones of the identification codes, and for the output of at least one destination signal; and

c. installing at least one modernizing device and connecting the at least one modernizing device to said floor terminals and said at least one computing unit for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report.

The patent-in-suit disclosed:
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a “modernizing device” having several components in communication with a “computing unit” and elevator control.  The specification explained that the “modernizing device” received transmissions from the “computing unit” and then sent “call reports” to the elevator control.  

During claim construction, the district court concluded that “modernizing device” and “computing unit” lacked sufficiently definite structure in the claim language and thus overcame the presumption arising from the lack of the word “means.”  The district court thus concluded that both terms constitute means-plus-function limitations governed by § 112(6).  The district court further concluded that the terms rendered the claims indefinite because there was no disclosed “corresponding structure” for performing the claimed function.  On appeal, the Federal Circuit reversed and remanded.

The Federal Circuit, though, limited its decision:  “Because we conclude that the claimed ‘modernizing device’ and ‘computing unit’ are not means-plus-function limitations, we do not address whether the written descriptions disclose corresponding structure. We also decline to provide constructions for these claim terms, as the claim-scope dispute in this case focused on whether these claim terms are subject to § 112, ¶ 6, and the parties did not develop how these terms should be construed should § 112, ¶ 6 not apply.”

The Federal Circuit first reiterated that:

The framework under which we determine if a claim limitation invokes § 112, ¶ 6 is straightforward. The use of the term “means” triggers a rebuttable presumption that § 112, ¶ 6 governs the construction of the claim term. TriMed, Inc. v. Stryker Corp., 514 F.3d 1256, 1259 (Fed. Cir. 2008). Conversely, where, as here, the claim language does not recite the term “means,” we presume that the limitation does not invoke § 112, ¶ 6. Personalized Media, 161 F.3d at 703–04. When a claim term lacks the word “means,” the presumption can be overcome if the challenger demonstrates that “the claim term fails to ‘recite sufficiently definite structure’ or else recites ‘function without reciting sufficient structure for performing that function.’” CCS Fitness v. Brunswick Corp., 288 F.3d 1359, 1369 (Fed. Cir. 2002) (quoting Watts v. XL Sys., Inc., 232 F.3d 877, 880 (Fed. Cir. 2000)).

As the above standard shows, the use of the word “means” is central to the analysis, as the terms “means” and “means for” have become closely associated with means-plus-function claiming. See Lighting World, Inc. v. Birchwood Lighting, Inc., 382 F.3d 1354, 1358 (Fed. Cir. 2004). Thus, the presumption flowing from the absence of the term “means” is a strong one that is not readily overcome. Id.

As noted above, the Federal Circuit pointed out that “the parties dispute whether the ‘sufficiently definite structure’ analysis focuses on the claim language in isolation or allows the court to view the claim language in light of the written description to determine if ThyssenKrupp has rebutted the presumption that the claims recite sufficiently definite structure. Quoting TriMed, ThyssenKrupp argues that the ‘sufficiently definite structure’ analysis hinges on whether the claim language ‘specifies the exact structure that performs the functions in question without need to resort to other portions of the specification or extrinsic evidence for an adequate understanding of the structure.’ * * * Relying primarily on Personalized Media, Inventio argues that, to determine if a claim term that lacks the word ‘means’ is subject to § 112, ¶ 6, the court should consider the intrinsic record.”

The Federal Circuit agreed with Inventio reasoning:  “Claims are interpreted in light of the written description supporting them, and that is true whether or not the claim construction involves interpreting a ‘means’ clause. The presumption that a claim lacking the term ‘means’ recites sufficiently definite structure can be rebutted ‘if the evidence intrinsic to the patent and any relevant extrinsic evidence so warrant[s].’ Personalized Media, 161 F.3d at 704. In deciding whether a challenger has rebutted the presumption, ‘the focus remains on whether the claim as properly construed recites sufficiently definite structure to avoid the ambit of § 112, ¶ 6.” Id. To determine the proper construction of a claim term, we look to the words of the claims themselves, the written description, the prosecution history, and any relevant extrinsic evidence. * * * In addition, we allow an inventor to provide, in the written description, express definitions for terms that appear in the claims, and those definitions govern the construction of the claims.”

As noted above, the actual issue before the court involved claim language that did not use the word “means,” and Inventio was arguing that to determine if a claim term that lacks the word “means” is subject to § 112(6), the court should consider the intrinsic record.  The Federal Circuit thus began its analysis above by noting that the written description is consulted to interpret claims regardless whether there was a “means” clause.

The Federal Circuit secondly noted that in cases in which the word “means” did not appear, the court had consulted the written description:  “In cases where the claims do not recite the term ‘means,’ considering intrinsic and extrinsic evidence is usually helpful, as the litigated issue often reduces to whether skilled artisans, after reading the patent, would conclude that a claim limitation is so devoid of structure that the drafter constructively engaged in means-plus-function claiming. * * * Indeed, in prior cases, we have reviewed the intrinsic record, as well as extrinsic evidence such as technical dictionaries, to determine if the challenger successfully rebutted the presumption that a claim that lacks the term ‘means’ is not subject to § 112, ¶ 6.”

The Federal Circuit then reasoned that “[i]n light of this caselaw, ThyssenKrupp’s reading of TriMed misses the mark. While it is true that the claim language, in order to avoid the application of § 112, ¶ 6 when a claim recites the term ‘means,’ must ‘specif[y] the exact structure that performs the functions in question,’ * * * TriMed does not preclude consideration of the written description, prosecution history, and extrinsic evidence to determine if a challenger has rebutted the presumption that a claim limitation that lacks the term ‘means’ connotes sufficiently definite structure to those of skill in the art.”

The Federal Circuit further reasoned that “[m]oreover, where the claims recite the term ‘means,’ we have considered the written description to inform the analysis of whether the claim recites sufficiently definite structure to overcome the presumption that § 112, ¶ 6 governs the construction of the claim. See e.g., TI Grp. Automotive Sys. (N. Am.), Inc. v. VDO N. Am., L.L.C., 375 F.3d 1126, 1135 (Fed. Cir. 2004) (concluding that § 112, ¶ 6 did not apply to recited ‘pumping means’ where ‘[t]he written description informs and fully supports the structure recited in the claims’).”

The Federal Circuit concluded:  “Accordingly, it is proper to consult the intrinsic record, including the written description, when determining if a challenger has rebutted the presumption that a claim lacking the term ‘means’ recites sufficiently definite structure.”

Comment:  The parties and the Federal Circuit focused on whether the subject limitations were governed by § 112(6) or not as means-plus-function limitations.  The actual issue, though, was whether the claims were indefinite.

The focus here is on the “modernizing device” limitation.  The author believes that the “computing unit” limitation was properly held not to constitute a means-plus-function limitation governed by § 112(6).
The “modernizing limitation” called for “[1] installing at least one modernizing device and [2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit [3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report.” (bracketed numbers added).

Thus, the limitation called for “[1] installing at least one modernizing device,” but did not describe that “modernizing device.”  As discussed more fully below, there was no evidence recited in the opinion that “modernizing device” was a known term of art or was otherwise capable of definition from dictionaries or other sources.  That appeared to be a term coined by the inventor.

The limitation secondly specified the location of the “modernizing device,” i.e. “[2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit.”  That, of course, specified the connections for the “modernizing device,” but does not help in analyzing what the “modernizing device” is.

Third, the portion of the limitation “[3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report,” defined the “modernizing device” in terms of function, but did not add any structural definition.

Thus, the limitation on its face called for “[1] installing at least one modernizing device, namely something which the inventor had referred to by the coined term “modernizing device.”  The limitation secondly called for “[2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit” which sets out the connections for the “modernizing device,” but does not otherwise define the same.  And, the limitation lastly called for “[3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report,” namely the functions performed by the “modernizing device” but without any further structural definition.
ThyssenKrupp argued that the subject limitation was a means-plus-function limitation governed by § 112(6) presumably for two reasons: (1) the term “modernizing device” had no recognized meaning in the art, and (2) thus, the term must take its meaning and scope from the specification because otherwise a potential competitor would not know whether it was infringing.  

Or, stated differently, having no art recognized meaning for “modernizing device,” if the term was not limited to the “structure” described in the specification, then the claim would cover any “structure” “[2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit” which performed the functions of “[3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report,” which would constitute improper “functional” claiming, i.e., attempting to claim “any structure” for performing a function or functions.

This case appears to be more about the inventor’s use of a “coined” term than about means-plus-function limitations under § 112(6).  And the Federal Circuit potentially muddies the water regarding the same.

The Federal Circuit reasoned that because the limitation did not use the word “means,” “[t]he term ‘modernizing device’ presumptively connotes sufficiently definite structure to those of skill in the art, Personalized Media, 161 F.3d at 703–04, and that presumption is a strong one that is not readily overcome, Lighting World, 382 F.3d at 1358.”

However, ThyssenKrupp argued that “there is no evidence that the term ‘modernizing device’ had a well understood meaning in the art, and that there is no evidence that technical dictionaries recognize a ‘modernizing device’ as denoting structure.”
  The Federal Circuit never answered that argument.  Nor, insofar as is evident from the opinion, did Inventio urge that “modernizing device” had a well-known meaning in the art, or a meaning that could be discerned from dictionaries or other sources.

It therefore must be presumed that there was no evidence that “modernizing device” had a meaning in the art, or any other meaning except as perhaps suggested by “device” which connotes “structure” of some sort.  But does not otherwise satisfy the requirements of § 112(6).

The presumption arising from the lack of the word “means” is simply that § 112(6) does not apply.  Earlier in the opinion, the Federal Circuit correctly noted that “where, as here, the claim language does not recite the term ‘means,’ we presume that the limitation does not invoke § 112, ¶ 6. Personalized Media, 161 F.3d at 703–04.

What the Federal Circuit actually said in Personalized Media at the cited portion of the opinion is “[t]he ‘digital detector’ limitation does not use the word ‘means,’ and therefore this limitation is presumed not to invoke § 112, ¶ 6. Neither intrinsic nor extrinsic evidence rebuts this presumption because the term ‘detector’ is a sufficient recitation of structure. ‘Detector’ is not a generic structural term such as ‘means,’ ‘element,’ or ‘device’; nor is it a coined term lacking a clear meaning, such as ‘widget’ or ‘ram-a-fram,’ ”
 (which the court noted was a term coined by Judge Michel during oral argument).

The lesson from Personalized Media was thus that “detector” was not a “generic” term such as “device,” and was not “a coined term lacking a clear meaning.”  Thus, the “digital detector” limitation did not use the word “means,” and “detector,” unlike “device” etc., connoted sufficient structure.

The Federal Circuit in Inventio AG v. ThyssenKrupp Elevator Americas Corp. correctly noted that “[w]hen a claim term lacks the word ‘means,’ the presumption can be overcome if the challenger demonstrates that ‘the claim term fails to “recite sufficiently definite structure” or else recites “function without reciting sufficient structure for performing that function.” ’ CCS Fitness v. Brunswick Corp., 288 F.3d 1359, 1369 (Fed. Cir. 2002) (quoting Watts v. XL Sys., Inc., 232 F.3d 877, 880 (Fed. Cir. 2000)).”

As noted above, ThyssenKrupp argued that “there is no evidence that the term ‘modernizing device’ had a well understood meaning in the art, and that there is no evidence that technical dictionaries recognize a ‘modernizing device’ as denoting structure.”
  And, as also noted above, the Federal Circuit never answered that argument.  Moreover, there is no indication in the opinion that Inventio contested the same.

It would appear, therefore, that showing that “modernizing device” had no understood meaning in the art – and therefore, by all measures, was a “coined” term – would be sufficient to rebut the presumption that lack of the word “means” presumes that § 112(6) does not apply.  Namely, that § 112(6) would apply.
The Federal Circuit, however, concluded that “[i]n this case, ThyssenKrupp has not overcome the presumption that the claimed ‘modernizing device’ connotes sufficiently definite structure.” (emphasis added)

Specifically, the Federal Circuit reasoned that “ ‘modernizing device’ presumptively connotes sufficiently definite structure to those of skill in the art,” citing Personalized Media.  In short, the absence of the word “means” leads not only to a presumption that § 112(6) does not apply, but that the term or phrase used in the claim “presumptively” “connotes sufficiently definite structure to those of skill in the art.”  Even – in this case – if the term is a coined phrase!

If that is what the Federal Circuit intended to suggest, it is respectfully believed that the Federal Circuit is simply wrong.
That is not what Personalized Media said.  The court in Personalized Media did not say that the lack of the word “means” in the claim language “presumptively connotes” that even a coined term “sufficiently definite[s] structure to those of skill in the art.”  Rather, the court in Personalized Media said that the lack of the word “means” simply meant that the limitation presumptively did not invoke § 112(6).

Moreover the court in Personalized Media expressly exempted “generic” terms such as “device” and “a coined term lacking a clear meaning.”
Judge Lourie in Personalized Media, as noted above, wrote that “[t]he ‘digital detector’ limitation does not use the word ‘means,’ and therefore this limitation is presumed not to invoke § 112, ¶ 6. Neither intrinsic nor extrinsic evidence rebuts this presumption because the term ‘detector’ is a sufficient recitation of structure. ‘Detector’ is not a generic structural term such as ‘means,’ ‘element,’ or ‘device’; nor is it a coined term lacking a clear meaning, such as ‘widget’ or ‘ram-a-fram,’ ”

Insofar as is evident, “modernizing device” was not a term of art, or a term that would be generally understood by persons of ordinary skill in the art.  That is, insofar as is evident, that was a term “coined” by the inventor to refer to a portion of his invention.  The specification apparently described the various components making up the “modernizing device” and how it functioned.  Nevertheless, “modernizing device” was, in the terms of Personalized Media, “a generic structural term such as ‘means,’ ‘element,’ or ‘device’ ” and “a coined term lacking a clear meaning, such as ‘widget’ or ‘ram-a-fram,’ ”
Assuming that the specification provided written description and enablement support for the term “modernizing device” (which might be assumed at this juncture), then the term should be construed to mean what the inventor described in the specification as constituting the “modernizing device.”  The Federal Circuit, indeed, expressly left that opportunity open on remand by expressly refusing to construe the terms and by expressly refusing to determine whether there was adequate written description support in the specification.

As to the question of § 112(6), the actual claim limitation vis-à-vis “modernizing device” was “[1] installing at least one modernizing device and [2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit [3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report.” (bracketed numbers added).

Thus, the limitation called for “[1] installing” and “[2] connecting” the “modernizing device” as recited in the claim.  If the claim had simply stopped at that point, it seems likely that no one would contend that the limitation constituted a means-plus-function limitation governed by § 112(6).  And “modernizing device” would be construed as a coined term in accordance with the specification.

The claim, however, added the functional recitation:  “[3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report.”  Does that convert the limitation into a means-plus-function limitation governed by § 112(6)?  The author believes no – but not for the reasons given by the Federal Circuit.

Again, the place to begin is by recognizing “modernizing device” is a coined term.  As such, the term takes its meaning from the inventor’s description in the specification.  The specification clearly discloses that “modernizing device” is some type of structure made up from a processor, signal generator, converter etc.  Moreover, the specification disclosed that the “modernizing device” performed the functions recited in the claims.

Accordingly, insofar as “modernizing device” is concerned, the coined term refers to structure – and that structure was capable of performing the recited functions.  That plus the lack of the word “means” leads directly to the conclusion that the limitation should not be construed as a means-plus-function limitation.  However, that means that “modernizing device” is limited to the structure described in the specification because it is a coined term.  And, if that structure is incapable of performing the recited functions, then the claim is indefinite under § 112(2).
However, in the next portion of the opinion, discussed below, the Federal Circuit analogizes “modernizing device” to cases involving the word “circuit” which, it is believed, was also error.

Additionally, though, the court muddies the water through its discussion of consulting the specification.  As held in TriMed, if a limitation uses the word “means,” then the claim language must recite sufficient structure for performing the recited function in order to overcome the presumption from using “means.”  It is the claim language that is important because that is what defines the scope of the claimed invention.

When the Federal Circuit wrote in Inventio AG v. ThyssenKrupp Elevator Americas Corp. that “TriMed does not preclude consideration of the written description, prosecution history, and extrinsic evidence to determine if a challenger has rebutted the presumption that a claim limitation that lacks the term ‘means’ connotes sufficiently definite structure to those of skill in the art” the Federal Circuit potentially confuses the issue by mixing apples and oranges.

TriMed dealt with “apples” – i.e., claim limitations that included the word “means.”  In particular, the claim limitation at issue was “said holes in said plate providing means for allowing the pin to slide axially therein but preventing compression across the fracture, and stabilizing said near end of the pin against displacement in the plane of the plate.”  The Federal Circuit concluded that “hole” provided the “structure” for performing the recited functions, and therefore the limitation did not constitute a means-plus-function limitation.  The Federal Circuit in TriMed held that “[s]ince the claim language clearly identifies the structure for performing the functions in claim 1, it was unnecessary and inappropriate for the court to employ § 112 ¶ 6 and to hold that there must be a structure in addition to the holes (such as a slot) for performing these functions.”

TriMed  did not deal with “oranges” – i.e., claim limitations that do not use the word “means.”  Thus, TriMed simply is not applicable.

When the Federal Circuit wrote in Inventio AG v. ThyssenKrupp Elevator Americas Corp. that “TriMed  does not preclude consideration of the written description, prosecution history, and extrinsic evidence * * *,” especially when coupled with its earlier comment that “[c]laims are interpreted in light of the written description supporting them, and that is true whether or not the claim construction involves interpreting a ‘means’ clause, that could be read as suggesting that the specification can be used to buttress the claim language in a limitation using the word “means” to overcome the presumption.
The Federal Circuit’s next citation to TI Grp., in the context of noting that “[m]oreover, where the claims recite the term ‘means,’ we have considered the written description to inform the analysis of whether the claim recites sufficiently definite structure to overcome the presumption that § 112, ¶ 6 governs the construction of the claim,” adds to that possible suggestion.  But the term at issue was “pumping means” and the specification simply confirmed that the structure for performing the claimed function was a “pump.”

Overall, it would have been clearer if the Federal Circuit had simply said that TriMed did not deal with claim limitations that do not use the word “means” and thus was simply not applicable.  

With regard to Personalized Media, the limitation in dispute was “a digital detector for receiving said transmission and detecting said predetermined signal in said transmission based on either a specific location or a specific time.”  The Federal Circuit concluded that the ITC had improperly construed that limitation as a means-plus-function limitation.  The court noted that “[t]he ‘digital detector’ limitation does not use the word ‘means,’ and therefore this limitation is presumed not to invoke § 112, ¶ 6. Neither intrinsic nor extrinsic evidence rebuts this presumption because the term ‘detector’ is a sufficient recitation of structure. ‘Detector’ is not a generic structural term such as ‘means,’ ‘element,’ or ‘device’; nor is it a coined term lacking a clear meaning, such as ‘widget’ or ‘ram-a-fram.’ Instead, as noted by the ALJ by reference to dictionary definitions, ‘detector’ had a well-known meaning to those of skill in the electrical arts connotative of structure, including a rectifier or demodulator. * * * Moreover, neither the fact that a ‘detector’ is defined in terms of its function, nor the fact that the term ‘detector’ does not connote a precise physical structure in the minds of those of skill in the art detracts from the definiteness of structure. * * * Even though the term ‘detector’ does not specifically evoke a particular structure, it does convey to one knowledgeable in the art a variety of structures known as ‘detectors.’ We therefore conclude that the term ‘detector’ is a sufficiently definite structural term to preclude the application of § 112, ¶ 6.”

Thus, in Personalized Media the limitation at issue did not use the term “means” (same as here).  However, the term “digital detector” did not use a generic term such as “device” (and here the term was “modernizing device”), and detector had a dictionary definition (which “modernizing device” does not).  Also, “digital detector” was not a coined term – here “modernizing device” is a coined term.

The point is – it was appropriate to review intrinsic and extrinsic materials in Personalized Media to determine whether “digital detector” would be understood as “structure” for performing the claimed functions.  The same is true here – “modernizing device” is clearly “structure” and per the specification performs the recited functions.

The difference, though, is that “modernizing device” was a coined term, and had no generally recognized meaning in the art.  In that instance, the term should have been held to take the meaning given the term by the inventor in the specification.

The Federal Circuit analogized “modernizing device” to cases involving terms such as “circuit”: “The term ‘modernizing device’ presumptively connotes sufficiently definite structure to those of skill in the art, * * * and that presumption is a strong one that is not readily overcome, * * *.  In past cases, we have concluded that a claimed ‘circuit,’ coupled with a description of the circuit’s operation in the claims, connoted sufficiently definite structure to skilled artisans to avoid the application of § 112, ¶ 6. * * * As we explained in Linear, the term ‘circuit’ itself connotes structure and the contextual language that describes the objective and operation of the claimed ‘circuit’ conveys the structural arrangement of the circuit’s components and provides additional limiting structure. * * * Thus, we concluded in Linear that a claimed ‘circuit’ for ‘monitoring a signal from the output terminal to generate a first feedback signal’ was not subject to § 112, ¶ 6 because the term connoted structure and the contextual language described the objective of the ‘circuit’—‘monitoring a signal from the output terminal’—as well as the desired output of the ‘circuit’—“generat[ing] a first feedback signal.’ ”

The Federal Circuit reasoned that “[i]n this case, the claims indicate that the ‘modernizing device’ functions as an electrical circuit that receives signals, processes signals, and outputs signals to other components in the patented system.”

The Federal Circuit further reasoned that “[t]he written descriptions support the conclusion that the claimed ‘modernizing device’ is not a purely functional limitation. As detailed above, the written descriptions depict the modernizing device and its internal components, namely, the processor, signal generator, converter, memory, and signal receiver elements.”

The Federal Circuit concluded:  “In sum, the claims and written descriptions show that ThyssenKrupp has failed to overcome the presumption that the claimed ‘modernizing device’ is not a means-plus-function limitation. In light of this disclosure, ThyssenKrupp’s reliance on dicta in the Personalized Media and MIT cases is unavailing. In those cases, we stated that the term ‘device’ was a generic structural term that ‘typically do[es] not connote sufficiently definite structure.’ * * * In this case, however, the claims recite a ‘modernizing device,’ delineate the components that the modernizing device is connected to, describe how the modernizing device interacts with those components, and describe the processing that the modernizing device performs. The written descriptions additionally show that the modernizing device conveys structure to skilled artisans. Thus, this is not a case where a claim nakedly recites a ‘device’ and the written description fails to place clear structural limitations on the ‘device.’ ”

Comment:  With all due respect, “modernizing device” is not at all analogous to the cases involving the word “circuit.”  There is no doubt that “circuit” connotes structure, and the context in which the term may be used to define the actual structure of the circuit.

In the instance of “modernizing device,” the term “device” is a generic term.  Saying that “the ‘modernizing device’ functions as an electrical circuit” does not change the fact that “device” is a generic term.  Adding the term “modernizing” likewise does not further define the term.
Once again, the actual claim limitation was “[1] installing at least one modernizing device and [2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit [3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report.” (bracketed numbers added).

As noted above, if the claim had simply called for “[1] installing at least one modernizing device and [2] connecting the at least one modernizing device to said floor terminals and said at least one computing unit” there would be little if any argument that such a limitation would not constitute a means-plus-function limitation governed by § 112(6).  But, the fact still remains that “modernizing device” has no generally recognized meaning – and thus to determine what the term actually means, one must resort to the specification to determine how the inventor used (and coined) the term.

Adding the functional language “[3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report” specifies what the “modernizing device” does, but does not help in further understanding the actual scope of the coined term “modernizing device.”

For example, if “modernizing device” was replaced with “widget,” i.e., “[1] installing at least one widge and [2] connecting the at least one widget to said floor terminals and said at least one computing unit [3] for reading the destination signal, for converting the destination signal into at least one call report and for controlling the elevator control by way of the call report,” the actual meaning of the claim remains the same – unless one resorts to the specification to determine the meaning of “widget.”

Again, however, the ultimate point is that “modernizing device” in the context of the claim connotes structure – and the specification confirms that connotation.  That takes the limitation outside the scope of § 112(6).  However, the fact remains that the specification must provide adequate written description and enablement support for “modernizing device.”  And the claims must meet the definiteness requirement of § 112(2).

With respect to “computer unit,” the Federal Circuit concluded that “[s]imilar to the term ‘modernizing device,’ the claimed ‘computing unit’ presumptively connotes sufficiently definite structure to those of skill in the art. * * * The claims recite that the computing unit is connected to the modernizing device and generates a destination signal for transmission to the modernizing device. * * * The claims elaborate that the computing unit is connected to the floor terminals of the elevator system, and evaluates incoming call reports, destination floors, and identification codes to generate the destination signal for processing by the modernizing device. * * * The written descriptions also indicate that the ‘computing unit’ connotes structure to skilled artisans. As the claim term implies, the written descriptions refer to the computing unit as a computer, where one of its functions is to store and execute a computer program product. * * * The written descriptions also explain the steps that the computer program product performs, * * *.”


Comment:  The entire limitation was “installing at least one computing unit and connecting the at least one computing unit to said floor terminals for at least one of evaluating the destination call reports and association of destination floors with recognized ones of the identification codes, and for the output of at least one destination signal.”

Unlike “modernizing unit,” the phrase “computing unit” connotes readily recognized “structure,” i.e., a computer.  The claim language supports that connotation, and the specification disclosed that “[t]he computing unit 30 is, for example, a commercially available personal computer or a workstation.”

Thus, “computing unit” was equivalent to calling for a “computer.”  Although “unit” may be generic and equivalent to using “means,” it seems clear that the limitation as a whole should not be deemed a means-plus-function governed by § 112(6). 

Comment:  In the author’s view, the term “modernizing device” clearly connoted “structure.”  The specification confirmed that “modernizing device” referred to structure.  That is sufficient to avoid § 112(6), especially in the absence of the word “means.”

However, “modernizing device” per se, even within the context of the claims, would not alone allow one to determine the scope of the claim.  But, because “modernizing device” was a coined term, the scope could be determined by looking to the inventor’s description in the specification of the “modernizing device.”

Unfortunately, the Federal Circuit leaves one with the impression that the “modernizing device” limitation should be construed without limiting the term – as a coined term – to what the inventor described in the specification – similar to, but distinct from – looking for “corresponding structure” for a means-plus-function limitation.

The district court ultimately held that the claims were indefinite under § 112(2).  The Federal Circuit never addressed that issue – but rather focused solely on whether the limitations constituted means-plus-function limitations.  Clearly they did not.

But, the claims still may be indefinite under § 112(2).  It is unfortunate that the Federal Circuit did not more clearly explain.

In General Electric Co. v. Wabash Appliance Corp.,
 the Supreme Court in 1938, for example, addressed GE’s patent on a tungsten filament for incandescent lamps.  The filament was said to address “offsetting” and “sagging.”  “Offsetting” related to the formation of crystals that led to increased temperature and early burnout.  “Sagging” referred to an elongation of the filament which also led to early failure.

Representative claim 25 called for:  “A filament for electric incandescent lamps or other devices, composed substantially of tungsten and made up mainly of a number of comparatively large grains of such size and contour as to prevent substantial sagging and offsetting during a normal or commercially useful life for such a lamp or other device.”  Although the lower courts had focused on whether the claims were anticipated or rendered obvious by the prior art, the Supreme Court held that “[t]he claim is invalid on its face. It fails to make a disclosure sufficiently definite to satisfy the requirements of [the statute]. That section requires that an applicant for a patent file a written description of his discovery or invention “* * *and he shall particularly point out and distinctly claim the part, improvement, or combination which he claims as his invention or discovery.”

The Court held that “of such size and contour as to prevent substantial sagging and offsetting” was “inadequate as a description of the structural characteristics of the grains. Apart from the statement with respect to their function, nothing said about their size distinguishes the earliest filaments, and nothing whatever is said which is descriptive of their contour (termed by the District Court a ‘very important element’), not even that they are irregular.”

The Court further held that “[t]he claim uses indeterminate adjectives which describe the function of the grains to the exclusion of any structural definition, and thus falls within the condemnation of the doctrine that a patentee may not broaden his product claims by describing the product in terms of function.”

Although the Court acknowledged that in some instances product claims could be deemed “definite” by reference to the specification to give “definite context to” claim elements, that was not the case here:  “The product claims here involved cannot be validated by reference to the specification. Assuming that, in a proper case, a claim may be upheld by reference to the descriptive part of the specification in order to give definite content to elements stated in the claim in broad or functional terms, the specification of the Pacz patent does not attempt in any way to describe the filament, except by mention of its coarse-grained quality.”

The Court also acknowledged that in some instances a claim may describe a product in terms of a method of making the product, but the Court concluded that likewise was not the case here.

Although portions of General Electric Co. v. Wabash Appliance Corp. have been overturned by the later adoption of § 112(6) in the 1952 Act and adoption of “product by process” claims as a permitted form of claiming, the fundamental rationale that wholly functional claims are indefinite because they do not inform the public of the true bounds of the claim:  “The limits of a patent must be known for the protection of the patentee, the encouragement of the inventive genius of others, and the assurance that the subject of the patent will be dedicated ultimately to the public. The statute seeks to guard against unreasonable advantages to the patentee and disadvantages to others arising from uncertainty as to their rights.”

In United Carbon Co. v. Binney & Smith Co.,
 the Supreme Court in 1942 addressed a patent drawn to improved carbon black.  The claims called for: “1. Sustantially [sic] pure carbon black in the form of commercially uniform, comparatively small, rounded, smooth aggregates having a spongy or porous interior. 2. As an article of manufacture, a pellet of approximately one-sixteenth of an inch in diameter and formed of a porous mass of substantially pure carbon black."

The Court turned to the testimony of Weigand, one of the patentees, for a description of claim terms such as “substantially pure,” “commercially uniform,” etc. and concluded that “the claims are but inaccurate suggestions of the functions of the product, and fall afoul of the rule that a patentee may not broaden his claims by describing the product in terms of function.”

The Court rejected the patentee’s argument that the claims were saved by reference to the specification:  “Respondent urges that the claims must be read in the light of the patent specification, and that, as so read, they are sufficiently definite. Assuming the propriety of this method of construction, * * * it does not have the effect claimed, for the description in the specification is itself almost entirely in terms of function.

Under modern authority, whether such claims were definite or not would be determined by looking to the specification to determine whether terms such as “substantially pure,” “commercially uniform,” etc. had objective measures described in the specification.
  However, the underlying issue remains the same:  “The statutory requirement of particularity and distinctness in claims is met only when they clearly distinguish what is claimed from what went before in the art, and clearly circumscribe what is foreclosed from future enterprise. A zone of uncertainty which enterprise and experimentation may enter only at the risk of infringement claims would discourage invention only a little less than unequivocal foreclosure of the field.”

The district court in Inventio AG v. ThyssenKrupp Elevator Americas Corp. held that the “modernizing device” and “computing unit” limitations constituted means-plus-function limitations governed by § 112(6), and were indefinite under § 112(2), because, according to the Federal Circuit interpreting the district court’s opinion, “the written descriptions failed to disclose any corresponding structure.”

The Federal Circuit, unfortunately, did not address or decide the ultimate decision by the district court, whether the claims were invalid as being indefinite under § 112(2).  When the district court concluded that the specification failed to disclose “corresponding structure” for purposes of § 112(6), that does not mean that the specification failed to disclose any structure.  The district court could hardly have missed the “structure” disclosed in Fig. 3 above.

But “corresponding structure” requires more than “structure.”  “Corresponding structure” means sufficiently definitive structure that is capable of performing the functions recited in the claim.  In short, the district court may have focused on whether the disclosed “structure” was sufficient to perform the claimed function.  That is unknown from the Federal Circuit’s opinion.

Accordingly, counsel are cautioned against relying too heavily on this opinion.  The opinion is not en banc, although it appears to be contrary to at least some prior Federal Circuit holdings, principally Personalized Media, which were characterized as dicta.  The opinion also appears to permit “functional” claiming beyond that permitted by prior Supreme Court decisions.
3. A Flow Chart May Not Provide Sufficient “Structure” to Support a Means-Plus-Function Limitation [image: image525.png]
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4. Federal Circuit May Affirm on a Different Ground of Rejection in Some Instances (and Remand With Instructions to Consider the Same as a New Ground of Rejection Entered by the Board) [image: image528.png]
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In In re Aoyama,
 the examiner had rejected certain claims that included a means-plus-function limitation as anticipated, and the board affirmed.  The Federal Circuit concluded that the board had erred in its construction of the means-plus-function limitation, but affirmed finding that the claims were indefinite under 35 U.S.C. § 112(2), and remanded “with instructions to afford Mitsui the same protections under 37 C.F.R. § 41.50(b) as it would have enjoyed had the Board made the proper rejection in the first instance.”

Mitsui Bussan Logistics, Inc. (“Mitsui”) was the assignee of the application-on-appeal entitled “System and Method for Distribution Chain Management.”  

Independent claims 11 and 21 were pending and on appeal. Claim 11 called for:

11. A system for supply chain management comprising:

an order controller system including reverse logistics means for generating transfer data; and

a warehouse system receiving the transfer data and generating shipping data.

Claim 21 also called for “reverse logistics means for * * * generating transfer data.”

The application contained the following flowchart:

[image: image531.emf]
The examiner construed the “reverse logistics means for generating transfer data” limitation as a means-plus-function limitation. The examiner secondly concluded that “[t]he structure corresponding to the reverse logistics means for transferring is a computer implemented with software.” Based on that construction, the examiner rejected claims 11 and 21 based upon the disclosure in a “Yang” reference because Yang disclosed “any working computer.”
Before the board, Mitsui argued that the anticipation rejection was in error, urging that Fig. 8 and the accompanying description disclosed the “corresponding structure” for the means-plus-function limitation.

The board disagreed and found “[t]here is no structure or algorithm for generating transfer data disclosed in the discussion of Figure 8 at Specification paragraphs[] 0088-93.”  The board then looked to the specification for “structure” that could arguably generate transfer data.  The board concluded that the structure for generating transfer data was “open ended” and could be generated by order controller systems, warehouse systems, and distribution systems based upon order data, order allocation data to warehouses, inventory data, and other suitable data. 

Based on that construction, the board affirmed the rejection based on Yang because “[o]ne of ordinary skill knew that any inventory management system that tracked parts at various locations had to document transfers or shipments among locations.”

On appeal to the Federal Circuit, Mitsui argued that the specification and prosecution history linked the function of the reverse logistics means to the flowchart of Fig. 8.  Mitsui argued that the board’s construction failed to comply with In re Donaldson Co.,
 and WMS Gaming Inc. v. Int’l Game Tech.

The Federal Circuit panel majority reasoned that:

While claims are still to be given their “broadest reasonable interpretation” during prosecution, “the broadest reasonable interpretation that an examiner may give means-plus-function language is that statutorily mandated in paragraph six.” * * * Moreover, when the disclosed structure is a computer programmed to carry out an algorithm, “the disclosed structure is not the general purpose computer, but rather the special purpose computer programmed to perform the disclosed algorithm.”

The Federal Circuit agreed with Mitsui that the specification and prosecution history linked the function of the “reverse logistics means for generating transfer data” to Fig. 8.

However, according to the Federal Circuit, “after analyzing Figure 8 and finding insufficient structure disclosed, the Office first expanded its construction of ‘transfer data’ to include ‘shipping data’ and then identified the structure that generates ‘shipping data.’ * * * This was improper. The Board erred by identifying structure that was not clearly linked or associated by the specification or prosecution history with the function actually recited in the claim, i.e., ‘generating transfer data.’ * * * The only portion of the specification linked to that function, and the only portion of the specification that Mitsui contends describes the corresponding structure, is the flowchart of Figure 8 and the description thereof in the specification.”

Mitsui contended that the board had held that a flow chart can never provide the requisite “structure” for a means-plus-function limitation.  The PTO responded that just because a computer program may be described by a flowchart or algorithm does not mean that every flowchart or algorithm necessarily describes sufficient structure.

The Federal Circuit reiterated that:

For means-plus-function limitations where the disclosed structure is a computer programmed to implement an algorithm, the patent must disclose enough of an algorithm to provide the necessary structure under 35 U.S.C. § 112 ¶ 6. * * *. The patentee may express this algorithm in any understandable manner, including as a flowchart, so long as sufficient structure is disclosed. * * * “This court does not impose a lofty standard in its indefiniteness cases.” * * * Sufficient structure must simply “permit one of ordinary skill in the art to know and understand what structure corresponds to the means limitation” so that he may “perceive the bounds of the invention.” * * *.

The board had determined that “[t]here is no structure or algorithm for generating transfer data disclosed in the discussion of Figure 8 at Specification paragraphs[] 0088-93. These paragraphs do discuss generating shipping data, but again without disclosing any structure or algorithm for doing so.” The Federal Circuit agreed.

The Federal Circuit concluded that “Figure 8 and its accompanying description fail to provide any structure or algorithm whatsoever. The Board properly recognized that while Figure 8 provides a high level process flow, ‘it does not describe any structure.’ ”

The Federal Circuit concluded that:

This court agrees with the Board’s conclusion that Figure 8 “fails to describe, even at a high level, how a computer could be programmed to produce the structure that provides the results described in the boxes.” * * * Moreover, the Board’s finding is consistent with the Examiner’s finding. The Examiner recited that “[t]he proper test for meeting the definiteness requirement is that the corresponding structure * * * of a [mean-plus-function] limitation must be disclosed in the specification itself in a way that one skilled in the art will understand what structure * * * will perform the recited function.” * * * After analyzing Figure 8 and its accompanying description, the Examiner was unable to find any structure disclosed that performed the claimed function. * * * Figure 8 only “presents several results to be obtained, without describing how to achieve those results, and certainly not how to generate transfer data.” * * * The Board, in analyzing the only portion of the specification identified by the applicant as providing structure for the claimed function, was unable to find any disclosure, let alone sufficient disclosure to inform a person of ordinary skill how to program a computer to perform the stated function. Mitsui has failed to establish any error in the Board’s findings on this issue.

Accordingly, the panel majority concluded that “[b]ecause the means-plus-function limitation of claims 11 and 21 lacked sufficient disclosure of structure under 35 U.S.C. § 112 ¶ 6, these claims are unpatentable as indefinite under 35 U.S.C. § 112 ¶ 2.

The Federal Circuit panel majority reasoned that a claim could not be both indefinite and anticipated, and thus concluded that it would not reach the anticipation rejection.

Mitsui, apparently seeing the writing on the wall before the appeal, urged that if the Federal Circuit affirmed the rejection on an alternative basis, such as indefiniteness, that would be inconsistent with the Supreme Court’s 1943 opinion in Securities & Exchange Commission v. Chenery Corporation.
  Mitsui argued that under Chenery, the Federal Circuit could only review the grounds on which the board had based its decision.  The Federal Circuit disagreed.

Quoting In re Comiskey,
 the Federal Circuit panel majority noted that “some of our cases have concluded that it is inappropriate for this court to consider rejections that had not been considered by or relied upon by the Board.”  However, the Federal Circuit panel majority distinguished those cases as involving “situations that required factual determinations not made by the agency.”  According to the Federal Circuit panel majority “Chenery itself made clear that it did not ‘disturb the settled rule that, in reviewing the decision of a lower court, it must be affirmed if the result is correct although the lower court relied upon a wrong ground or gave a wrong reason.’ * * * This is in part due to judicial economy because ‘[i]t would be wasteful to send a case back to a lower court to reinstate a decision which it had already made but which the appellate court concluded should properly be based on another ground within the power of the appellate court to formulate.’ ”

The Federal Circuit panel majority viewed Chenery as adopting similar considerations for review of administrative orders.  The Federal Circuit panel majority reasoned that “[a]s this court has long recognized, and repeated again in Comiskey, ‘we may, however, where appropriate, affirm the agency on grounds other than those relied upon in rendering its decision, when upholding the agency’s decision does not depend upon making a determination of fact not previously made by the agency.’ ”

The Federal Circuit panel majority next reasoned that “[a] determination of claim indefiniteness is a legal conclusion that is drawn from the court’s performance of its duty as the construer of patent claims.”
 The Federal Circuit panel majority reasoned that “[a]s a legal question, failure to satisfy the definiteness requirement of 35 U.S.C. § 112 ¶ 2 is a ‘ground [for affirmance] within the power of the appellate court to formulate.’ ”

In Comiskey, the board had rejected the applicant’s claims on the basis of obviousness, but on appeal, the Federal Circuit had affirmed the rejection as to some claims on the failure to recited patent-eligible subject matter under § 101.  The Federal Circuit panel majority posited that “[s]imilarly, here, this court may affirm the Board’s rejection of claims 11 and 21 on the alternative legal basis that the claims fail to satisfy 35 U.S.C. § 112 ¶ 2.”

The panel majority distinguished In re Fleissner,
 a CCPA decision from 1959 which reached the opposite conclusion. In Fleissner, the board had sustained a rejection of claims containing a means-plus-function limitation as anticipated by a prior art reference.  On appeal, the PTO urged that the CCPA should affirm the rejection based on lack of “corresponding structure” in the specification.  The CCPA held that “[t]here was * * * no rejection of the claims on appeal as failing to particularly point out and distinctly claim the alleged invention, but rather only a rejection predicated on the [prior art] as an anticipation,” and concluded that “[t]o reject the claims as indefinite, we would be compelled to raise a ground of rejection not of record, and thus act beyond our statutory authority.”

The panel majority concluded that Fleissner was distinguishable on two grounds.  The first was that at the time, claim construction and indefiniteness were not recognized as legal questions.  The second was that “to the extent that a determination of indefiniteness as to a means-plus-function limitation may be viewed as predicated upon ‘a determination of policy or judgment which the agency alone is authorized to make,’ the Board made such determination here.”  The panel majority reiterated that the board has held that “Figure 8 * * * does not describe any structure,” and that “[t]here is no structure or algorithm for generating transfer data disclosed in the discussion of Figure 8 at Specification paragraphs[] 0088-93.”

The panel majority, though, apparently recognizing that it was affirming based on a rejection that had never been made – indefiniteness – and which presumably had not been argued – went a step further.  The Federal Circuit panel majority remanded with instructions to consider the affirmance based on indefiniteness as a “new ground of rejection”:

Ordinarily, if this court were to simply affirm the Board’s rejections, Mitsui would not be permitted to amend its claims. Manual of Patent Examining Procedure § 1216.01 (“If all claims in the case stand rejected * * * it is ordinarily not open to subsequent amendment and prosecution by the applicant. However, exceptions may occur where the mandate clearly indicates that further action in the [Office] is to be taken in accordance with the Federal Circuit’s opinion.” (citations omitted)). Of course, if the Board had issued a § 112 ¶ 2 rejection in the first instance, Mitsui would have had the opportunity to amend its claims or to submit new evidence rebutting the new ground of rejection under 37 C.F.R. § 41.50(b) (“The new ground of rejection is binding upon the examiner unless an amendment or new evidence not previously of record is made which, in the opinion of the examiner, overcomes the new ground of rejection stated in the decision.”). This court therefore affords Mitsui the same protections as it would have had before the Board with respect to the rejected claims.

Circuit Judge Newman issued a strong dissent – principally based on the panel majority’s having, in essence, entered a “new ground of rejection” on appeal.  Judge Newman urged, inter alia, that was unfair and contrary to Chenery:

Although the court remands to the PTO, in order the give the applicant the opportunity (indeed the right) to amend the claims or submit new evidence in light of the rejection, the applicant has had no opportunity to argue the merits of the definiteness rejection; the Federal Circuit’s judgment is final and binds the Board on remand. Thus the applicant cannot argue, or submit evidence to show that a person of ordinary skill in computer programming would not find the claims indefinite. While the court cites 37 C.F.R. § 41.50(b), which instructs the Board to remand after it raises a new ground of rejection, this court has finally decided that the claims as written are unpatentable on this ground, placing a heavy appellate thumb on the scale of remand. Remanding, as here, to the Board to allow the applicant to conform to the court’s adverse final judgment on indefiniteness is far different from remanding to the Board to consider claim definiteness in the first instance.

Judge Newman also disagreed substantively with the panel majority:  “It is unclear how the panel majority concludes that the specification renders the claims ‘indefinite’ as a matter of law, for this form and content of flow chart and text are in accordance with the established protocols for describing computer-implemented processes.”

Judge Newman further wrote in dissent that: “The standard of whether the disclosure is sufficiently ‘definite’ is whether a person of ordinary skill could program the computer to perform the stated function based on that disclosure. * * * My colleagues do not find that this standard is not here met. Instead, the court draws a new and undefined distinction of ‘high level process flow,’ * * * changing the rules for computer-implemented inventions. * * * Any change in the practice of how computer-implemented methods are required to be presented in patent specifications has wide impact. No basis for such a change is here shown. I must, respectfully, dissent from the changed law, and from the court’s appellate procedure that deprives the applicant of the opportunity to contest this new and procedurally final ground of rejection.”

5. It Suffices, For Purposes of § 112(2), If The Specification Recites in Prose the Algorithm to be Implemented by the Programmer [image: image532.png]



In Typhoon Touch Technologies, Inc. v. Dell, Inc.,
 the Federal Circuit affirmed the district court’s claim construction of several terms which resulted in a conclusion of non-infringement.  The Federal Circuit, however, reversed the district court’s grant of summary judgment that a means-plus-function limitation lacked a sufficient disclosure of “corresponding structure” (in this case, an algorithm) which rendered the asserted claims invalid as being indefinite.

Typhoon’s patent-in-suit was drawn to a portable computer having a touch-screen display:

[image: image533.png]



Typhoon sued Dell and a number of other companies that produced and sold tablet computers and handheld devices such as smart phones.

The district court construed “memory for storing,” “processor for executing,” “operating in conjunction,” and “keyboardless.”  On the basis of those constructions, Typhoon stipulated that it could not prove infringement.  The Federal Circuit affirmed the district court’s constructions, and the finding of non-infringement.  However, the Federal Circuit reversed the district court’s grant of summary judgment of invalidity in which the district court had concluded that the phrase “means for cross-referencing,” construed as a means-plus-function limitation governed by § 112(6), was indefinite under § 112(2) because there was no “corresponding structure,” i.e., an algorithm, for performing the recited function.  The Federal Circuit concluded that the specification provided an adequate description of the corresponding algorithm.  The indefiniteness issue will be addressed here.

Representative claim 12 called for:

12. A portable, keyboardless, computer comprising:

an input/output device for displaying inquiries on a touch-sensitive screen, said screen configured for entry of responses to said inquiries;

a memory for storing at least one data collection application configured to determine contents and formats of said inquiries displayed on said screen;

a processor coupled to said memory and said input/output device for executing said data collection application; and

an application generator for generating said data collection application and for creating different functional libraries relating to said contents and said formats displayed on said screen, said application generator further comprising means for cross-referencing responses to said inquiries with possible responses from one of said libraries; and

a run-time utility operating in conjunction with said processor to execute said application and said libraries to facilitate data collection operations. (emphasis by the court)

The district court held that the “means for cross-referencing” limitation was a means-plus-function limitation governed by § 112(6).  The district court further held that the specification did not disclose an “algorithm” sufficient to provide structure for the claimed function, citing Aristocrat Technologies Australia PTY Ltd. v. International Game Technology,
 for its holding that a means-plus-function term is impermissibly indefinite under § 112(2) when the specification “simply describes the function to be performed, not the algorithm by which it is performed.” Typhoon argued that the specification contained “adequate algorithmic criteria” to support the limitation.  The Federal Circuit agreed.

The Federal Circuit explained:

The usage “algorithm” in computer systems has broad meaning, for it encompasses “in essence a series of instructions for the computer to follow,” In re Waldbaum, 457 F.2d 997, 998 (CCPA 1972), whether in mathematical formula, or a word description of the procedure to be implemented by a suitably programmed computer. The definition in Webster's New Collegiate Dictionary (1976) is quoted in In re Freeman, 573 F.2d 1237, 1245 (CCPA 1978): “a step-by-step procedure for solving a problem or accomplishing some end.”  In Freeman the court referred to “the term ‘algorithm’ as a term of art in its broad sense, i.e., to identify a step-by-step procedure for accomplishing a given result.” The court observed that “[t]he preferred definition of ‘algorithm’ in the computer art is: ‘A fixed step-by-step procedure for accomplishing a given result; usually a simplified procedure for solving a complex problem, also a full statement of a finite number of steps.’ C. Sippl & C. Sippl, Computer Dictionary and Handbook (1972).” Id. at 1246.

Precedent and practice permit a patentee to express that procedural algorithm “in any understandable terms including as a mathematical formula, in prose, or as a flow chart, or in any other manner that provides sufficient structure.” [Finisar Corp. v. DirecTV Grp., Inc., 523 F.3d 1323, 1340 (Fed. Cir. 2008)] In Finisar the court explained that the patent need only disclose sufficient structure for a person of skill in the field to provide an operative software program for the specified function. Id. “The amount of detail required to be included in claims depends on the particular invention and the prior art.” Shatterproof Glass Corp. v. Libbey-Owens Ford Co., 758 F.2d 613, 624 (Fed. Cir. 1985). In turn, the amount of detail that must be included in the specification depends on the subject matter that is described and its role in the invention as a whole, in view of the existing knowledge in the field of the invention.

Typhoon argued that the specification contained a “sufficient algorithmic structure for the routine programmatic procedures needed to provide cross-referencing responses to inquiries.”  The Federal Circuit agreed.  The Federal Circuit noted that:

For computer-implemented procedures, the computer code is not required to be included in the patent specification. See Aristocrat Techs., 521 F.3d at 1338 (the patentee is not “required to produce a listing of source code or a highly detailed description of the algorithm to be used to achieve the claimed functions in order to satisfy 35 U.S.C. §112 ¶ 6”). A description of the function in words may “disclose, at least to the satisfaction of one of ordinary skill in the art, enough of an algorithm to provide the necessary structure under §112, ¶ 6.” Finisar, 523 F.3d at 1340.

The Federal Circuit concluded that “[i]t is not disputed that the steps are carried out by known computer-implement operations, and are readily implemented by persons of skill in computer programming. It appears that the district court placed dispositive weight on Typhoon’s statement that ‘the specific algorithm connoting the structure of the means for cross-referencing element is not explicitly disclosed in the specification,’ for the court refers to this ‘concession’ in its opinion. Indeed, the mathematical algorithm of the programmer is not included in the specification. However, as precedent establishes, it suffices if the specification recites in prose the algorithm to be implemented by the programmer.”

6. District Court Erred in Finding That The “Corresponding Structure” For “central processing means” Was “a mainframe, super-mini or minicomputer system and a database”: “Corresponding Structure” Must Include Any Disclosed Algorithms: If Disclosed Algorithms Do Not Perform Claimed Function, Claims Are Invalid as Being Indefinite [image: image534.png]-
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In Dealertrack, Inc. v. Huber,
 the Federal Circuit panel majority, inter alia, reversed the district court’s denial of summary judgment that certain claims of the one of the patents-in-suit were invalid as being indefinite, and affirmed the district court’s grant of summary judgment that certain claims of the other of the patents-in-suit were invalid for failure to claim patent-eligible subject matter under § 101.  Circuit Judge Plager dissented from the second holding urging that district courts should decide patentability under §§ 102, 103 etc., before addressing patent-eligible subject matter under § 101.  Judge Plager thus urged that the case should be remanded to the district court.  Judge Plager did not dissent on the other issues.

There were a number of issues on appeal.  The indefiniteness issue will be addressed here.

Dealertrack’s two patents-in-suit were drawn to a computer aided method and system for processing credit applications over a network.  Prior to the invention, car dealers would seek loans for their customers by filling out bank-specific forms, and then faxing or transmitting those forms to the bank.  The dealer would then wait for a reply.  

The Dealertrack patents were drawn to automating the process through the use of a “central processor” that received credit application data from dealers, processed those data to conform to the application forms used by various banks, forwarded the completed forms to banks selected by the dealer, received replies from the banks, and forwarded those replies to the dealer.  Fig. 1A illustrated a preferred embodiment of the system:

[image: image535.emf]
An important feature was allowing a dealer to fill out a single application, to control which banks received the application, and to control the order and timing when applications were sent to the banks.

With respect to one of the patents-in-suit – the ‘841 patent – the district court construed “communications medium” as “a ‘network for transferring data,’ not including the internet.”  The specification provided that “[a]lthough illustrated as a wide area network [in FIG. 1], it should be appreciated that the communications medium could take a variety of other forms, for example, a local area network, a satellite communications network, a commercial value added network (VAN) ordinary telephone lines, or private leased lines.”  The district court noted that although “it is improper for a court to limit a patent to its preferred embodiment, it is reasonable to assume that when a patent supplies a long list of examples like here, the list is exhaustive.”  The Federal Circuit reversed finding that the district court had improperly carved-out the Internet from its construction of “communications medium.”  The Federal Circuit noted, inter alia, that “[t]he disclosure of multiple examples does not necessarily mean that such list is exhaustive or that non-enumerated examples should be excluded.”

The accused system did not use the Internet, and the district court had granted summary judgment of non-infringement based on its claim construction.  The Federal Circuit reversed based on the erroneous construction excluding the Internet.

Huber et al. nevertheless urged that they were entitled to summary judgment based on their proposed construction of three other terms – which the district court had construed contrary to Huber et al.’s proposed construction.  The Federal Circuit disagreed as to two of those terms, but reversed the district court’s construction of the third term.

The third term was “central processing means, operably coupled to said communications medium, for executing a computer program which implements and controls credit application processing and routing.” The parties agreed that the limitation was drawn as a means-plus-function governed by § 112(6). The parties also agreed that the function of the limitation was to “execute a computer program which implements and controls credit application processing and routing.”
The district court had construed the “corresponding structure” as “a mainframe, super-mini or minicomputer system and a database.”  The Federal Circuit, reiterating its explanation in Aristocrat Technologies. Austl. PTY Ltd. v. International Game Technology of means-plus-function claiming of computer-related inventions:

For a patentee to claim a means for performing a particular function and then to disclose only a general purpose computer as the structure designed to perform that function amounts to pure functional claiming. Because general purpose computers can be programmed to perform very different tasks in very different ways, simply disclosing a computer as the structure designated to perform a particular function does not limit the scope of the claim to “the corresponding structure, material, or acts” that perform the function, as required by section 112 paragraph 6.
concluded that the district court had erred in failing to include disclosed algorithms as part of the “corresponding structure”:  “Therefore, ‘in a means-plus-function claim “in which the disclosed structure is a computer, or microprocessor, programmed to carry out an algorithm, the [corresponding] structure is not the general purpose computer, but rather the special purpose computer programmed to perform the disclosed algorithm.” ’ ”

The Federal Circuit explained that “[h]ere, the ‘mainframe, super-mini or minicomputer system, and a database’ structure as construed by the district court places no limits on the functional language of the claim. Without specifying a program, a computer alone ‘does not limit the scope of the claim to “the corresponding structure, material, or acts” that perform the function, as required by section 112 paragraph 6.’ ”

The Federal Circuit further explained that “[a] general purpose computer can perform the claimed function of ‘executing a computer program which implements and controls credit application processing and routing’ only if the program it executes is capable of performing those functions. That the true functional requirements of the limitation are nested within the generic function of executing a program does not change this fact; though the computer itself may execute a computer program, it may not execute that computer program without the algorithms.”

The Federal Circuit concluded that “the appropriate structure must include the algorithms disclosed in the specification that ‘implement[] and control[] credit application processing and routing.’ ”

Those same claims included the limitation:  “wherein said central processing means computer program which implements and controls credit application processing and routing, further provides for tracking pending credit applications.”
One of the defendants argued that that limitation must be added to the function of the central processing means limitation, and that, because there was no structure disclosed in the specification for tracking pending credit applications, the claims are indefinite.  The Federal Circuit agreed.

The Federal Circuit concluded that “[i]n our view, it is clear that claims 14, 16, and 17 recite an additional function for the ‘central processing means’ to perform—i.e., the function of ‘further provid[ing] for tracking pending credit applications.’ As discussed above, the appropriate structure for the ‘central processing means’ limitation must include the algorithms disclosed in the specification that ‘implement[ ] and control[ ]’ the recited functions that the ‘central processing means’ is required to perform.”

However, the Federal Circuit noted, “the ’841 Patent’s specification discloses no algorithm pursuant to which the ‘central processing means’ could perform the claimed function of ‘tracking.’ The ‘central processing means’ term is therefore indefinite, as used in claims 14, 16, and 17, for failure to recite sufficient structure to perform its claimed functions. * * * The district court therefore legally erred in denying the motion for summary judgment of invalidity for indefiniteness.”

7. Party May Waive Argument That Specification Lacks Sufficient “Corresponding Structure” By Failing to Raise Argument That Specification Lacks Disclosure of an Algorithm For Performing the Recited Function [image: image536.png]A - A -




In HTC Corp. v. IPCom GmbH & Co., KG,
 the district court held two asserted claims were indefinite because they claimed both an apparatus and a method steps.  The Federal Circuit reversed finding that the district court had erroneously construed the claims.  The district court also rejected HTC’s argument that the claims were indefinite because there was no “corresponding structure” disclosed for a means-plus-function limitation.  The Federal Circuit agreed with the district court that the specification disclosed a processor and transceiver for performing the claimed function, but also concluded that a processor and transceiver alone, without disclosure of an algorithm for performing the claimed function, were insufficient.  However, the Federal Circuit concluded that HTC had waived that argument.

HTC brought a declaratory judgment action against IPCom seeking a judgment that it did not infringe a valid and enforceable claim of one of IPCom’s patents.  IPCom counterclaimed for infringement, and alleged infringement of two other patents, including the patent-on-appeal.

The patent-on-appeal was drawn to a “handover” in a cellular telephone network.  As mobile stations moved between areas served by different base stations, a call would be “handed over” to the next base station.  The invention addressed making that handover more reliable.

Claim 1 called for (with bracketed numbers added by the Federal Circuit to aid discussion):

[1] A mobile station for use with a network including a first base station and a second base station that achieves a handover from the first base station to the second base station by:

[2] storing link data for a link in a first base station,

[3] holding in reserve for the link resources of the first base station, and

[4] when the link is to be handed over to the second base station:

[5] initially maintaining a storage of the link data in the first base station,

[6] initially causing the resources of the first base station to remain held in reserve, and

[7] at a later timepoint . . . deleting the link data from the first base station and freeing up the resources of the first base station, the mobile station comprising:

[8] an arrangement for reactivating the link with the first base station if the handover is unsuccessful.

The parties disagreed whether the mobile station or the network in paragraph 1 performed the functions listed in paragraphs 2-7.  The district court concluded that the mobile station implemented those functions, and the Federal Circuit agreed that if that was the correct construction, the claim would be indefinite as calling for both an apparatus – a mobile station – and method steps.  However, the Federal Circuit noted that “[i]f the network performs the functions, the claims are not indefinite because the claims merely describe the network environment in which the mobile station must be used.”  The Federal Circuit concluded from the claim language that “including” modified “network,” and thus the functions listed in paragraphs 2-7 were performed by the network environment.  The Federal Circuit accordingly reversed the district court’s conclusion that the claims were indefinite.

Alternatively, HTC argued that the specification failed to disclose sufficient “corresponding structure” for the “arrangement for * * *” means-plus-function limitation.  The Federal Circuit concluded that HTC had waived that argument.

The district court had concluded that the structure corresponding to the “arrangement for reactivating” limitation was “a processor connected to a transceiver and programmed to formulate and send messages to reactivate the link, if the handover is unsuccessful.” Although the specification did not literally disclose a processor and transceiver, the district court reasoned that it had “no doubt that one skilled in the art would immediately deduce that a processor with a transceiver was the structure indicated by the term.”
The Federal Circuit agreed with the district court’s rationale:  “Whether a specification adequately sets forth structure corresponding to a claimed function is viewed from the perspective of one skilled in the art. * * * Although the specification here does not literally disclose a processor and transceiver, a person skilled in the art would understand that the mobile device would have to contain a processor and transceiver. One of HTC’s own experts, Dr. Christopher Rose, acknowledged that, at the time of invention, a mobile station would have ‘to be able to talk to the network,’ which means ‘you’ve got to have a transceiver” and “some sort of processor. Something has to handle the data.’ ”
  The Federal Circuit noted that another expert witness testified that various other functionalities described in the patent conveyed to one skilled in the art that a processor was needed for accomplishing the claimed functions.
Nevertheless, the Federal Circuit added that the district court had erred:  “The district court misstated the law, however, when it stated that disclosure of a processor and transceiver alone was sufficient to provide structure to these claims. The processor and transceiver amount to nothing more than a general-purpose computer. We have ‘consistently required that the structure disclosed in the specification be more than simply a general purpose computer or microprocessor.’ Aristocrat Techs. Austl. PTY Ltd. v. Int’l Game Tech., 521 F.3d 1328, 1333 (Fed. Cir. 2008). General-purpose ‘computers’ or ‘processors’ can be ‘programmed to perform very different tasks in very different ways.’ * * * Accordingly, ‘simply disclosing a computer as the structure designated to perform a particular function does not limit the scope of the claim to “the corresponding structure, material, or acts” that perform the function, as required by section 112 paragraph 6.’ ”

“Rather than relying on the processor and transceiver,” the Federal Circuit reiterated, “IPCom had to identify an algorithm that the processor and transceiver execute. * * * The specification had to disclose that algorithm to one of skill in the art. * * * And, it had to do more than parrot the recited function; it had to describe a means for achieving a particular outcome, not merely the outcome itself. * * * While IPCom maintained that the ’830 patent contains such a qualifying algorithm, the district court never analyzed whether that claim was true. There is, thus, no finding in the record specifically addressing whether the structure actually needed for the type of functional claiming at issue here can be found in the ’830 patent’s specification.”

However, the Federal Circuit reasoned, “HTC never attacked the adequacy of the algorithm to which IPCom pointed before the district court. HTC consistently focused on the lack of hardware rather than the lack of an algorithm.”  According to the Federal Circuit, HTC first raised the lack of algorithm argument in its responsive brief on appeal.  The Federal Circuit commented:  “That argument was too little and too late.”

The Federal Circuit noted that “[a]s a general rule, an appellate court does not consider an issue not passed upon below. * * * This rule fosters sound policies. It ensures finality in litigation by limiting the appealable issues to those a lower court had an opportunity to, and did, address. The rule also conserves judicial resources because it prevents parties from undoing a lower court’s efforts—sometimes spanning years of litigation—based on an error that a lower court could have considered and corrected. In the same regard, the rule discourages parties from inviting an alleged error below only to raise it on appeal.”

The Federal Circuit concluded that “the district court correctly concluded that the ’830 patent’s specification adequately disclosed a processor and transceiver for use in performing the function claimed in claims 1 and 18. Although the district court was incorrect to assume that a processor and transceiver are alone sufficient under 35 U.S.C. § 112 ¶ 6 to provide structure for a functional claim such as that at issue here, HTC failed to preserve any attack on the algorithm that IPCom asserted provided additional needed structure. We, therefore, decline to overturn the district court’s denial of summary judgment on the alternative ground of indefiniteness or to order that the record be reopened on that motion.”

B. Scope Of § 112(6) Equivalents

1. Corresponding Structure

a) When in a Claimed “Means” Limitation the Disclosed Physical Structure is of Little or No Importance to the Claimed Invention, There May be a Broader Range of Equivalent Structures Than if the Physical Characteristics of the Structure are Critical in Performing the Claimed Function in the Context of the Claimed Invention[image: image537.png]
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In Uniloc USA, Inc. v. Microsoft Corp.,
 the Federal Circuit, inter alia, reversed the district court’s grant of JMOL of non-infringement.  The facts of the case are discussed elsewhere, and are not repeated here.

The Federal Circuit concluded, inter alia, that “the breadth of claim 19 [the only asserted independent claim] is not as narrow as Microsoft argues and the district court concluded. ‘The literal scope of a properly construed means-plus-function limitation does not extend to all means for performing a certain function. Rather, the scope of such claim language is sharply limited to the structure disclosed in the specification and its equivalents.’ ”
 

“Nevertheless,” the Federal Circuit noted, “in determining equivalence under § 112 ¶ 6, ‘the range of permissible equivalents depends upon the extent and nature of the invention.’ ”

In particular, the Federal Circuit wrote that: “More particularly, when in a claimed ‘means’ limitation the disclosed physical structure is of little or no importance to the claimed invention, there may be a broader range of equivalent structures than if the physical characteristics of the structure are critical in performing the claimed function in the context of the claimed invention.’ ”

b) If Specification Discloses Only a Single Embodiment, Then That is the “Corresponding Structure” – Not a Generic Version of the Disclosed Structure [image: image540.png]-
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In Mettler-Toledo, Inc. v. B-Tek Scales, LLC,
 the Federal Circuit affirmed the district court’s construction of means-plus-function limitations as being limited to single disclosed embodiment.

Mettler’s two patents-in-suit were drawn to load cell technology used in weighing large objects such as trucks.  A jury concluded that the claims of one of the patents-in-suit were not infringed, and that the claims of the second patent-in-suit were not infringed and invalid as having been obvious.  The Federal Circuit affirmed.

The first patent-in-suit was drawn to a load cell that used a counterforce attached to a circuit board as illustrated in Fig. 5:

[image: image541.emf]
The circuit included strain gauges 75, 76, 79 and 80 which created an analog signal representative of an object’s weight.  That analog signal was converted to a digital signal by “multiple slope integrating analog-to-digital (A/D) converter 100.” That digital signal was then sent to microprocessor 105.

Claim 1 was deemed representative:
Weighing apparatus comprising a counterforce,

transducer means mounted on said counterforce,

circuit means associated with said counterforce, said circuit means being responsive to external control and including means for producing digital representations of loads applied to said counter-force,

means for applying at least one correction factor to said digital representations and means for transmitting said digital representations,

means providing a sealed enclosure for said transducer means and said circuit means,

means providing a path through said enclosure means for external communication with said circuit means.

The district court construed the means-plus-function limitations “circuit means associated with said counterforce, said circuit means being responsive to external control,” “means for producing digital representations of loads applied to said counterforce,” and “means for transmitting said digital representations” as being limited to the “corresponding structure” disclosed in the specification, namely a multiple slope integrating A/D converter, and equivalents thereof.
The accused products used a delta-sigma A/D converter. The jury determined that the accused products did not infringe either literally or under the doctrine of equivalents, and thus implicitly determined that a delta-sigma A/D converter was not equivalent to a multiple slope integrating A/D converter.  The Federal Circuit concluded that there was substantial evidence on which the jury could reach that conclusion.

Mettler argued that the district court’s construction was too narrow, noting that (1) A/D converters were well-known in the art, (2) Fig. 5 referred to “Analog to Digital Converter 100,” and the abstract referred to a generic A/D converter.  Mettler urged that the “corresponding structure” was a generic A/D converter.

The Federal Circuit disagreed: “We agree with the district court that the appropriate structure for the disputed means-plus-function claim elements in the ’547 patent is the multiple slope integrating A/D converter and equivalents thereof. Our case law is clear that a means-plus-function claim limitation is limited to the structures disclosed in the specification and equivalents. * * * A court must look to the specification to determine the structures that correspond to the claimed function. ‘[S]tructure disclosed in the specification is “corresponding” structure only if the specification or prosecution history clearly links or associates that structure to the function recited in the claim.’ ”

The Federal Circuit also noted that “[i]f a patentee chooses to disclose a single embodiment, then any means-plus-function claim limitation will be limited to the single disclosed structure and equivalents thereof.”

The Federal Circuit observed that here the specification disclosed a single embodiment:  “Although generic A/D converters were known in the art, the patentee chose to use means-plus-function language which limits it to the disclosed embodiments and equivalents. While Mettler argues that the district court erred by limiting it to the ‘best mode,’ the best mode was also the only structure disclosed in the specification.”

Apparently, the district court construed similar language in the other patent-in-suit as referring to a generic A/D converter.  The Federal Circuit explained that: “While the two patent specifications are very similar, the ’052 patent differs in an important way: in the Summary of the Invention, the ’052 patent mentions a generic A/D converter and links it to the claimed function. * * * The district court correctly held that the ’052 patent linked a generic A/D converter to the claimed function. In contrast, the ’547 patent does not include this language and is thus limited to the only A/D converter that it discloses—the multiple slope integrating A/D converter. The district court correctly held that the multiple slope integrating A/D converter was the only converter disclosed by the ’547 patent and linked to the claimed functions.”

The Federal Circuit also held that there was substantial evidence supporting the jury’s verdict that the asserted claims of the second patent-in-suit were invalid as having been obvious.

XV. INFRINGEMENT
A. Joint Infringement

1. A Claim May Avoid a Conclusion That Multiple Entities Are Required to Infringe if the Claim Simply Defines the Environment in Which Infringement Must Occur [image: image542.png]
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In Uniloc USA, Inc. v. Microsoft Corp.,
 the Federal Circuit, inter alia, reversed the district court’s grant of JMOL of non-infringement, in which the district court based its decision on “joint infringement” cases, such as BMC and Muniauction, concluding that here the contested claim did not require action by multiple entities, but rather simply set out an “environment” in which infringement would occur.

Uniloc sued Microsoft alleging infringement of its patent drawn to a software registration system which deterred using the same software on multiple computers contrary to the terms of the software license.  Uniloc accused Microsoft’s Product Activation feature on Microsoft’s Word XP, Word 2003, and Windows XP software programs.  A jury found the asserted claims were valid, and willfully infringed, and awarded $388 million in reasonable royalty damages.
The district court denied Microsoft’s post-trial motion for JMOL of invalidity, granted JMOL of non-infringement, granted JMOL of no willfulness, granted a new trial on damages, and granted in the alternative a new trial on infringement and willfulness.  The Federal Circuit reversed the grant of JMOL of non-infringement, affirmed the grant of JMOL of no willfulness, affirmed the district court’s grant of a new trial on damages, vacated the grant of the alternative motion for a new trial on willfulness, and affirmed the denial of JMOL of invalidity.  The Federal Circuit’s reversal of the district court’s grant of JMOL of non-infringement will be addressed here.

Computer software manufacturers have lost sales revenue through “casual copying” of software, i.e., in which users install copies of software on multiple computers in violation of applicable license restrictions.  Uniloc’s patent-in-suit was drawn to addressing that problem.

In the system of Uniloc’s patent-in-suit, a user was only allowed to run the software without restrictions (the “use mode”) if the system determined that the software installation was authorized.  The Federal Circuit described a “representative embodiment” as: “First, a user intending to use the software in ‘use mode’ enters certain user information when prompted, which may include a software serial number and/or name and address information. An algorithm on the user’s computer (a ‘local licensee unique ID generating means’) combines the inputted information into ‘a registration number unique to an intending licensee’ (a ‘local licensee unique ID’). * * * The user information is also sent to the vendor’s system, which performs the identical algorithm (a ‘remote licensee unique ID generating means’) to create a ‘remote licensee unique ID’ for the user. When the application boots again, a ‘mode switching means’ compares the local and remote licensee unique IDs. If they match, the program enters into ‘use mode.’ If they do not match, the program enters into ‘demo mode,’ wherein certain features are disabled. Figure 8 from the ’216 patent shows the fifth preferred embodiment:”
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Uniloc asserted independent claim 19, calling for:

19. A remote registration station incorporating remote licensee unique ID generating means, said station forming part of a registration system for licensing execution of digital data in a use mode, said digital data executable on a platform, said system including local licensee unique ID generating means, said system further including mode switching means operable on said platform which permits use of said digital data in said use mode on said platform only if a licensee unique ID generated by said local licensee unique ID generating means has matched a licensee unique ID generated by said remote licensee unique ID generating means; and wherein said remote licensee unique ID generating means comprises software executed on a platform which includes the algorithm utilized by said local licensee unique ID generating means to produce said licensee unique ID.

Microsoft’s accused product was the Product Activation feature on various products.  In accordance with that feature, a user must enter a 25-character alphanumeric Product Key contained within the product packaging.  If the key was valid, the user was asked to agree to an End User License Agreement (EULA) which initiated a licensor-licensee relationship.

The software also created a Product ID (PID) and a Hardware ID (HWID) on a user’s computer.  The PID was created from a combination of the Product Key, information from the software CD, and a random number from a user’s computer.  The HWID was created using information from a user’s computer.

A user could use a product without using the Product Activation feature, but use was limited to 50 startups and 30 days of use, and functions like saving and printing were disabled.  If a user decided to use Product Activation, a user would send a license request to Microsoft which included the PID, the HWID, and additional information.  Microsoft, at a remote location, would enter that information into one of two software algorithms – the MD5 message digest (MD5) for Microsoft Office products and a SHA-1 secure hash algorithm (SHA-1) for Windows products.

The operation of MD5 and SHA-1 were central to the case.  Microsoft’s expert, Dr. Wallach, provided a demonstrative animation describing how those algorithms functioned.  The Federal Circuit took the unusual action of adding that animation to the court’s oral argument website.  The Federal Circuit gave a detailed explanation of that animation in its opinion.

The district court first issued a claim construction ruling that was detailed in the Federal Circuit’s opinion.  The district court then granted summary judgment of non-infringement concluding that the algorithm that Microsoft used at its remote station to generate a licensee unique ID was not the same as the algorithm used on the user’s local computer as required by the last limitation in the claim 19.

In a first appeal, in a non-precedential opinion, the Federal Circuit reversed and remanded finding that “Uniloc had put forth ‘extensive and by no means conclusory’ evidence that Microsoft’s Product Activation used the same algorithm at the local and remote sites (respectively, the ‘local licensee unique ID generating means’ and ‘remote licensee unique ID generating means’), and that the issue of whether the accused products met this limitation should have gone to the jury.”

On remand, a jury held that the accused products infringed, that claim 19 was not invalid, and awarded Uniloc $ 388 million in damages.  Following post-trial motions, the district court, inter alia, granted Microsoft JMOL of non-infringement because Microsoft could not have directly infringed the system because claim 19 requires acts to be taken on the user’s local computer over which Microsoft had no control.

According to the Federal Circuit, “[t]his case presents three primary infringement issues: 1) whether the accused products contain ‘licensee unique ID generating means’; 2) whether the accused products contain a ‘registration system’ with a ‘mode switching means’ that precludes full use of the software unless the outputs of the local and remote algorithms match; and 3) whether Microsoft can be liable for direct infringement when it has no control over the user’s computer.”

With respect to the “licensee unique ID generating means,” the Federal Circuit held that there was substantial evidence for a jury to conclude that the output of the MD5 and SHA1 algorithms was a licensee unique ID.

The Federal Circuit first concluded that “the breadth of claim 19 is not as narrow as Microsoft argues and the district court concluded. ‘The literal scope of a properly construed means-plus-function limitation does not extend to all means for performing a certain function. Rather, the scope of such claim language is sharply limited to the structure disclosed in the specification and its equivalents.’ ”
 

“Nevertheless,” the Federal Circuit noted, “in determining equivalence under § 112 ¶ 6, ‘the range of permissible equivalents depends upon the extent and nature of the invention.’ ”

In particular, the Federal Circuit wrote that: “More particularly, when in a claimed ‘means’ limitation the disclosed physical structure is of little or no importance to the claimed invention, there may be a broader range of equivalent structures than if the physical characteristics of the structure are critical in performing the claimed function in the context of the claimed invention.’ ”

The Federal Circuit reasoned that “[t]he structural disclosure in the ’216 patent is not limited to simple addition in the colloquial sense of adding numbers together and nothing more,” pointing to particular disclosure in the specification.

The Federal Circuit secondly concluded that “a jury could reasonably determine that MD5 and SHA1 were not as radically different from the summation algorithm disclosed in the ’216 [patent] as Microsoft and the district court determined them to be,” pointing to trial testimony.

The Federal Circuit thirdly relied on trial testimony that the Federal Circuit concluded had been improperly rejected by the district court.  The Federal Circuit lastly concluded that Microsoft’s attacks on various documentary evidence was unwarranted. 

The Federal Circuit concluded that there was sufficient evidence on which the jury could have relied in finding that MD5 and SHA1 were “summation algorithm[s]” as that phrase was used in the context of the patent-in-suit.

The Federal Circuit likewise found that the other bases on which the district court had granted JMOL of non-infringement lacked support.

The Federal Circuit further rejected Microsoft’s alternative ground for affirmance, namely that Uniloc failed to prove direct infringement because Microsoft did not supply or use the end-users’ computers that implemented the local licensee unique ID generating means and mode switching means.

The Federal Circuit held that “Microsoft’s argument is severely hampered by the language of claim 19. Claim 19 is directed to ‘A remote registration station incorporating remote licensee unique ID generating means, said station forming part of a registration system * * * including local licensee unique ID generating means * * *.’ ”

The Federal Circuit reasoned that “[a]s we noted in BMC,
 ‘[a] patentee can usually structure a claim to capture infringement by a single party,’ by ‘focus[ing] on one entity.’ ”
 

According to the Federal Circuit, “[t]his is exactly what Uniloc did in claim 19, which focuses exclusively on the ‘remote registration station,’ and defines the environment in which that registration station must function. It cannot be disputed that during each Product Activation, Microsoft ‘uses’ a ‘remote registration station’ that incorporates a ‘remote licensee unique ID generating means,’ and this station forms part of a ‘registration system’ that also includes a ‘local licensee unique ID generating means’ and a ‘mode switching means.’ That other parties are necessary to complete the environment in which the claimed element functions does not necessarily divide the infringement between the necessary parties. For example, a claim that reads ‘An algorithm incorporating means for receiving e-mails’ may require two parties to function, but could nevertheless be infringed by the single party who uses an algorithm that receives e-mails.”

The Federal Circuit thus distinguished the case from BMC and Muniauction,
 concluding that “[t]he claim here is thus distinguishable from those at issue in Muniauction and BMC, because here, only one party, Microsoft, makes or uses the remote registration station. * * * Nor is claim 19 analogous to the claim at issue in Cross Medical.
 There, the claim called for ‘[a] fixation device comprising * * * an anchor seat means which has a lower bone interface operatively joined to said bone segment.’ * * * This court construed ‘operatively joined’ to mean that the interface and the bone must be in contact, * * * and held that Medtronic did not infringe the claims because ‘Medtronic does not itself make an apparatus with the ‘interface’ portion in contact with bone,’ * * *. Here, however, Microsoft does make and use the remote registration station in the environment required by the claims, when the MD5 and SHA1 generate a remote licensee unique ID. Moreover, this court agrees with the district court that ‘[a]ccepting Microsoft’s argument that the local side of Claim 19 requires an end-user’s participation, similar to the surgeons’ participation in Cross Medical, would be akin to importing a method step into this software system—something the language of Claim 19 does not support.’ ”

The Federal Circuit also reversed the district court’s grant of a new trial on the issue of infringement:  “This court is convinced that the district court’s grant of a new trial on infringement has no more merit than the district court’s grant of JMOL on infringement. Though it is a close issue, this is not a situation where the evidence falls within the zone where substantial evidence supports the verdict and the district court’s discretion in granting a new trial trumps such evidence. This court thus reverses the district court’s grant of a new trial on infringement for the same reasons as it reverses the grant of JMOL of non-infringement.”

2. Court Reiterates:  A Claim May Avoid a Conclusion That Multiple Entities Are Required to Infringe if the Claim Simply Defines the Environment in Which Infringement Must Occur [image: image546.png]
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In Advanced Software Design Corp. v. Fiserv, Inc.,
 the Federal Circuit followed the path of Uniloc again concluding that the asserted claims did not require multiple actors – but rather simply set out an “environment” in which infringement may occur.

The district court, inter alia, granted Fiserv summary judgment of non-infringement concluding that Advanced, itself, did not undertake activities meeting all of the limitations of the claims.  On appeal, the Federal Circuit reversed-in-part and vacated that summary judgment.

Advanced and Fiserv were competitors in the field of products for preventing check fraud and forgery.  In general, the products encrypted certain information on a check, for example the payee or amount, and printed the encrypted information on the check.  When the check was cashed, the check was validated by decrypting the encrypted information and comparing it to the unencrypted information on the check.  If there was no match, the check was considered to be fraudulent.

Advanced owned three patents using “key based” cryptography, all based on the same specification.  Two of those patents were drawn to the same three method steps of encrypting, printing and validating, but differed on the type of validation.  The third patent was the patent involved in the appeal.

Advanced complained in 2002 that Fiserv’s product known as “Secure Seal” infringed Advanced patents.  Advanced filed suit in 2007 originally asserting all three patents, but later dismissed the action vis-à-vis two of the three patents.  On the one remaining patent, the district court granted Fiserv summary judgment of non-infringement, and dismissed Fiserv’s invalidity counterclaim without prejudice.  On appeal, the Federal Circuit reversed-in-part, and vacated.

In particular, the district court granted summary judgment of non-infringement on two grounds: (1) that the asserted claims require all three steps of encrypting, printing and validating be practiced by the accused infringer, and because Fiserv did not direct or control the encrypting or printing steps, there could be no direct infringement per BMC and Muniauction, and (2) that Advanced induced infringement claim failed because there was no evidence regarding Fiserv’s actual knowledge or state of mind, namely intent.  The Federal Circuit reversed on the first ground and vacated on the second ground.

Claims 1 and 9 were deemed representative:

1. A process of validating a negotiable financial instrument made by a payor, in which selected information found on the financial instrument which varies for each instantiation of the financial instrument made by the same payor is encrypted in combination with key information not found on the financial instrument to generate a control code which is printed on the financial instrument along with the selected information, the process comprising:

reading the selected information from the financial instrument; and one of

(i) decrypting the control code to thereby obtain decrypted information whereby the cheque validator may refuse to honour the financial instrument if the selected information found on the financial instrument does not match the decrypted information, and

(ii) re-encrypting the selected information as presented on the financial instrument to re-obtain a second control code, whereby the cheque validator may refuse to honour the financial instrument if the second control code does not match the control code printed on the financial instrument.

9. A system for validating the authenticity of selected information found on a negotiable financial instrument, wherein the selected information varies for each instantiation of the financial instrument presented by the same payor, and wherein the selected information is encrypted in combination with key information not found on the financial instrument to generate a control code which is printed on the financial instrument along with the selected information, the system comprising:

a scanner for reading the selected information and the control code from the financial instrument;

and a data processing device programmed to

(i) decrypt the control code and generate decrypted information for comparison against the selected information found on the financial instrument and for generating a signal in response to the equality thereof, or,

(ii) re-encrypt the selected information as found on the financial instrument to re-obtain a second control code and for generating a signal in response to the quality of the control code found on the financial instrument against the second control code.

The parties agreed that the preamble’s encrypting and printing steps limited the claims, but disagreed whether the steps must be performed by the accused infringer.  The district court adopted Fiserv’s contention that the preamble steps must be performed by the accused infringer.

Initially, the Federal Circuit noted that the district court had not distinguished between the method of claim 1 and the system of claim 9, and further did not distinguish between “making” and “using” a system under § 271(a) as discussed in Centillion Data Systems, LLC v. Qwest Communications International, Inc.
  However, the Federal Circuit expressly declined to address those issues because the parties had not raised them, and considered only whether Fiserv could “use” the claimed inventions by validating checks with Secure Seal or using a system having a scanner and computer running Secure Seal to validate checks.

The Federal Circuit concluded that Uniloc
 addressed an analogous issue.  The court noted that in Uniloc, Uniloc’s claim calling for “remote registration station incorporating remote licensee unique ID generating means,” was directed to the actions of a single party, and that the remainder of the claim “define[d] the environment in which that [remote] registration station must function.”

The court analogized claim 1 to the claim in Uniloc:  “Like the claim in Uniloc, the claims at issue in this case contain preambles that define the environment in which an accused infringer must act or describe capabilities that an accused device must have. Representative claim 1 recites a ‘process for validating a negotiable financial instrument’ comprising reading information from the check and decrypting or re-encrypting to validate the check. Fiserv therefore could ‘use’ the method of claim 1 by validating checks even though it does not encrypt and print them. It would infringe the method of claim 1, however, only by validating checks that have been encrypted and printed in accordance with steps described in the preamble.”

The court reached a similar conclusion vis-à-vis claim 9:  “Similarly, representative claim 9 recites a ‘system for validating * * * a negotiable financial instrument * * * comprising: a scanner * * * and a data processing device programmed [to validate by decrypting or re-encrypting].’ Although a patented system is ‘used’ when a party ‘controls the system as a whole and obtains benefit from it,’ * * * the system of claim 9 does not include an encrypting computer or printer. Fiserv therefore could infringe simply by controlling the scanner and the decrypting computer.”

Fiserv argued that the preambles did not simply describe a financial instrument because “in which selected information * * * is encrypted [and then] printed” and “wherein the selected information is encrypted [and then] printed” modified “process” and “system” respectively, not “financial instrument.”

The Federal Circuit disagreed: “We disagree with Fiserv’s framing of the issue. There is no reason why a preamble cannot describe a financial instrument in terms of the steps required to create it, and that is exactly what the preambles of the asserted claims do. Although the terms ‘in which’ and ‘wherein’ set off the limitations on the claim environments less clearly than the language in Uniloc, it remains the case that the asserted claims * * * recite a process or system for validating checks, not for encrypting and printing them.”

As noted above, the parties had agreed that the preambles were limiting.  Also, the preambles provided antecedent basis for terms in the claim body, the specification described the “invention” as including the preamble steps, and the prosecution history indicated that the examiner viewed the preambles as limiting.  

The Federal Circuit, though, reasoned that “[n]one of those arguments are relevant here. Advanced Software agrees that the preamble is limiting, but it argues that the preamble simply defines the environment in which an infringing act must be performed or describes the capabilities an infringing system must have. Fiserv offers no reason why the antecedent basis, dependent claims, specification, or prosecution history would affect Advanced Software’s theory that the preamble steps limit only the claimed environment, not the claimed method or system.”

The Federal Circuit vacated the district court’s summary judgment vis-à-vis induced infringement because the Federal Circuit was unsure of the exact reason for the district court’s judgment.  The Federal Circuit further rejected Fiserv’s contention that the judgment of non-infringement could be affirmed on four alternatives grounds.

3. Claims Not Directly Infringed Without a “Single-User” – 2 Panel Members Call for En Banc Review of Joint Infringement Issue – [image: image549.png]
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In McKesson Technologies, Inc. v. Epic Systems Corp.,
 the Federal Circuit panel majority affirmed the district court’s grant of summary judgment of non-infringement because all of the steps of the claimed method were not performed by single user.  Circuit Judge Bryson in a concurring opinion urged that the issue of joint infringement required en banc review.  Circuit Judge Newman in a dissenting opinion also called for en banc review.

Note:  This opinion was handed down on April 12, 2011, before the Federal Circuit ordered en banc review in Akamai Technologies, Inc. v. Limelight Networks, Inc.
McKesson’s patent-in-suit was drawn to a method of enhancing communications between doctors and patients by providing personalized web pages.  For example, a patient was able to follow-up an office visit by requesting additional information.  Patients were also able to submit appointment and prescription refill requests online.

Epic was a software company that licensed software to healthcare providers.  One of its products was MyChart which allowed patients to communicate with healthcare providers through web pages.  Patients could review their own medical records, treatment and scheduling information, and other materials.

Epic did not use the MyChart software, but rather licensed the software to healthcare providers.  The healthcare providers determined whether to offer MyChart to their patients.

Claim 1 was deemed representative of the asserted claims:

1. A method of automatically and electronically communicating between at least one health-care provider and a plurality of users serviced by the health-care provider, said method comprising the steps of:

initiating a communication by one of the plurality of users to the provider for information, wherein the provider has established a preexisting medical record for each user;

enabling communication by transporting the communication * * *;

electronically comparing content of the communication * * *;

returning the response to the communication automatically * * *;

said provider/patient interface providing a fully automated mechanism for generating a personalized page or area within the provider’s Web site for each user serviced by the provider; and

said patient-provider interface service center for dynamically assembling and delivering customer content to said user. (emphasis added)

McKesson charged Epic with contributory and induced infringement.  The district court, however, granted summary judgment of non-infringement concluding that because Epic’s customers neither directly performed the “initiating a communication” step nor exercised control or direction over patients who performed that step, no single party directly infringed the patent-in-suit, and therefore there could be no indirect infringement.

According to the Federal Circuit panel majority, “McKesson and Epic agree that no single party performs every step of the asserted method claims. Thus, the sole issue presented by this appeal relates to whether the relationship between Epic’s customers (MyChart providers) and the MyChart users is such that performance of the “initiating a communication” step may be attributed to the MyChart providers.”

The Federal Circuit panel majority concluded that BMC Resources, Inc. v. Paymentech, L.P.,
 Muniauction, Inc. v. Thomson Corp.,
 and Akamai Technologies, Inc. v. Limelight Networks, Inc.,
 were controlling.  The Federal Circuit panel majority noted that in BMC and Muniauction, the Federal Circuit concluded that “where the actions of multiple parties combine to perform every step of a claimed method, the claim is directly infringed only if one party exercises ‘control or direction’ over the entire process such that every step is attributable to the controlling party.” In Akamai, the Federal Circuit held “there can only be joint infringement when there is an agency relationship between the parties who perform the method steps or when one party is contractually obligated to the other to perform the steps.”

The Federal Circuit panel majority rejected McKesson’s argument that the special nature of the doctor-patient relationship sufficed:  “This argument misses the mark. A doctor-patient relationship does not by itself give rise to an agency relationship or impose on patients a contractual obligation such that the voluntary actions of patients can be said to represent the vicarious actions of their doctors.”
  Nor, the Federal Circuit panel majority noted, were MyChart users contractually obligated to perform any of the method steps on behalf of MyChart providers.

McKesson also argued that the Federal Circuit’s precedents contravened ordinary principles of joint tortfeasor liability and vicarious copyright liability.  The Federal Circuit panel majority was not persuaded:  “This court finds McKesson’s invitation to depart from our precedents unpersuasive, let alone beyond our authority as a three-judge panel. * * * Patent law is a creature of statute and ‘expanding the rules governing direct infringement to reach independent conduct of multiple actors would subvert the statutory scheme for indirect infringement.’ * * * The notion of indirect patent infringement, encompassing contributory and induced infringement, already addresses the joint tortfeasor problem. * * * Indeed, an indirect infringer is a type of joint tortfeasor because, while his actions alone do not harm the patentee, his actions along with another cause a single harm to the plaintiff. * * * That ‘single harm,’ however, is direct patent infringement, a strict-liability offense limited to those who practice each and every element of the claimed invention. * * * Absent direct infringement, the patentee has not suffered a compensable harm. * * * Finally, in patent law, unlike in other areas of tort law, the patentee specifically defines the boundaries of his or her exclusive rights and provides notice to the public to permit avoidance of infringement. This stands in sharp contrast to the circumstances surrounding a joint tort where the victim has no ability to define the injurious conduct upfront and where, absent joint liability, the victim would stand uncompensated as a consequence.”

Circuit Judge Bryson concurred noting “I agree that the decision in this case is correct in light of this court’s decisions in BMC Resources, Muniauction, and Akamai Technologies. Whether those decisions are correct is another question, one that is close enough and important enough that it may warrant review by the en banc court in an appropriate case.”

Circuit Judge Newman dissented urging that “the court again selectively applies some newly minted panel rulings while ignoring others, adding to the conflict with precedent. Our obligation is either to obtain en banc resolution of divergent statements in various panel opinions, or to follow the earlier panel holding, as do the other circuits. The court does neither. I must, respectfully, dissent.”

According to Judge Newman, “[t]his court’s error is the pronouncement of the ‘single-entity rule’ as an absolute rule of law—for the multiple independent entities required to carry out the claimed method in BMC Resources could have led to a fact-based decision of non-liability on application of the ordinary rules of tort liability.”  Judge Newman urged that “no rule of law, no precedent, prohibits patenting and enforcing a method that is performed by interacting entities.”  Judge Newman further urged that BMC and Muniauction did not deal with interactive methods.  

Judge Newman argued that “[t]he state of the law of joint infringement was summarized in a jury instruction in On Demand Machine Co. v. Ingram Industries, Inc., 442 F.3d 1331 (Fed. Cir. 2006), as follows:

It is not necessary for the acts that constitute infringement to be performed by one person or entity. When infringement results from the participation and combined action(s) of more than one person or entity, they are all joint infringers and jointly liable for patent infringement. Infringement of a patented process or method cannot be avoided by having another perform one step of the process or method. Where the infringement is the result of the participation and combined action(s) of one or more persons or entities, they are joint infringers and are jointly liable for the infringement.

* * * This court stated that ‘[w]e discern no flaw in this instruction as a statement of law,’ although the court concluded as to that case that ‘no reasonable jury could find infringement, on the correct claim construction.’ ”  Judge Newman urged, inter alia, that was controlling precedent.

4. As an Issue of First Impression Involving Claim Elements in the Possession of More Than One Party, To “Use” a System For Purposes of Infringement, a Party Must Put the Invention Into Service, i.e., Control the System as a Whole and Obtain Benefit From It, However, That Does Not Require That a Party Must Exercise Physical or Direct Control Over Each Individual Element of the System [image: image551.png]
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In Centillion Data Systems, LLC v. Qwest Communications Int’l, Inc.,
 the Federal Circuit vacated and remanded the district court’s grant of summary judgment of non-infringement concluding that the district court had not properly analyzed the “use” of system claims under § 271(a).

Centillion’s patent-in-suit was drawn to a system for collecting, processing and delivering information from a service provider, such as a telephone company, to a customer.  According to the patent-in-suit, previously telephone companies did not have the ability to process and deliver billing data to clients in an electronic format.  The patent-in-suit was drawn to a system for processing call data and delivering such data to customers in a format for processing on a personal computer using specialized software.

Qwest’s accused products had two parts – a “back office” portion managed by Qwest, and a front-end client portion consisting of applications that a user may install on a personal computer.  Customers who signed-up had access to electronic billing information on a monthly basis.  Qwest also provided customers with software that a user could install on a personal computer that gave them additional functionality:
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Once a user subscribed, the “back-end” performed monthly processing regardless whether a customer chose to download data.  The system also provided an “on-demand” capability in which customers, using a personal computer, could request reports in different date ranges.  The “on-demand” requests caused the “back-end” system to process the data and deliver the reports.

The district court, inter alia, granted summary judgment of non-infringement finding that “use” for purposes of § 271(a) had been defined by the Federal Circuit in NTP, Inc. v. Research in Motion, Ltd.,
 as “put[ting] the system into service, i.e., * * * exercis[ing] control over, and benefit[ting] from, the system’s application.”  The district court held that under BMC Resources Inc. v. Paymentech, L.P.,
 and Cross Medical Products v. Medtronic Sofamor Danek, Inc.,
 an accused infringer must either practice every element or control or direct the actions of another that practices the element in question.  The district court concluded that no single party practiced all of the limitations of the asserted claims.  In particular, the district court held that Qwest did not control the “personal computer processing means” of the asserted claims.

On appeal, the Federal Circuit concluded that the district court had gotten it half right.  The Federal Circuit concluded that NTP had, in fact, defined “use” under § 271(a), however, that did not mean that a party must direct or control each individual element of the system.

According to the Federal Circuit, “[w]e have never directly addressed the issue of infringement for “use” of a system claim that includes elements in the possession of more than one actor.”
  However, the Federal Circuit concluded:

Turning to the instant action, although NTP dealt with the situs of infringement rather than the nature of the infringing act, it interpreted the definition of “use” under § 271(a). We hold that to “use” a system for purposes of infringement, a party must put the invention into service, i.e., control the system as a whole and obtain benefit from it. * * * The district court correctly determined that this definition from NTP was the proper one to apply.

On the other hand, the Federal Circuit concluded that the district court had erred “by holding that in order to ‘use’ a system under § 271(a), a party must exercise physical or direct control over each individual element of the system.”  Rather, the Federal Circuit explained, “[t]he ‘control’ contemplated in NTP is the ability to place the system as a whole into service. In other words, the customer in NTP remotely ‘controlled’ the system by simply transmitting a message. * * * That customer clearly did not have possession of each of the relays in the system, nor did it exert the level of direct, physical ‘control’ that the district court requires. To accept the district court’s interpretation of ‘use’ would effectively overturn NTP because the predicate ‘use’ in that case would no longer fall under the definition of ‘use.’ ”

The Federal Circuit further held that “[w]e agree that direct infringement by ‘use’ of a system claim ‘requires a party * * * to use each and every * * * element of a claimed [system].’ In order to ‘put the system into service,’ the end user must be using all portions of the claimed invention.”

With respect to “use” of the system by Qwest’s customers, the Federal Circuit explained that Qwest’s system had two types of operation: (1) on-demand in which a customer sought specific information by creating a request that the Qwest back-end processed and then provided the results for download, and (2) normal functioning in which Qwest’s back-end system provided periodic reports that were available to subscribed users to download.  The Federal Circuit concluded that in both, a customer “used” the system “as a matter of law.”

With respect to the “on demand” operation, the Federal Circuit reasoned:

We hold that the on-demand operation is a “use” of the system as a matter of law. The customer puts the system as a whole into service, i.e., controls the system and obtains benefit from it. The customer controls the system by creating a query and transmitting it to Qwest’s back-end. The customer controls the system on a one request/one response basis. This query causes the back-end processing to act for its intended purpose to run a query and return a result. The user may then download the result and perform additional processing as required by the claim. If the user did not make the request, then the back-end processing would not be put into service. By causing the system as a whole to perform this processing and obtaining the benefit of the result, the customer has “used” the system under § 271(a). It makes no difference that the back-end processing is physically possessed by Qwest. The customer is a single “user” of the system and because there is a single user, there is no need for the vicarious liability analysis from BMC or Cross Medical.

With respect to the “normal” operation, the Federal Circuit reasoned:

We also hold that the standard operation is a “use” as a matter of law. The standard operation allows users to subscribe to receive electronic billing information on a monthly basis. Once a user subscribes, Qwest’s back-end system generates monthly reports and makes them available to the customer by download or other means. Qwest also makes available to customers software to load on their PCs to further exploit these monthly reports. Unlike the on-demand operation, this is not a one request/one response scenario. By subscribing a single time, the user causes the back-end processing to perform its function on a monthly basis. Like the on-demand operation, the back-end processing in normal operation is performed in response to a customer demand. The difference though is that a single customer demand (the act of subscribing to the service) causes the back-end processing monthly. But in both modes of operation, it is the customer initiated demand for the service which causes the back-end system to generate the requisite reports. This is “use” because, but for the customer’s actions, the entire system would never have been put into service. This is sufficient control over the system under NTP, and the customer clearly benefits from this function.

However, the Federal Circuit further concluded that although the customers “use” the system, that did not resolve the question of infringement.  The district court had not decided whether the Qwest products actually infringed the claim limitations.  Nor had the district court decided whether Qwest had induced infringement by its customers.

With respect to “use” by Qwest, the Federal Circuit concluded that Qwest, as a matter of law, did not “use” the system under the NTP definition of “use.”  The Federal Circuit reasoned:

We agree with Qwest that, as a matter of law, it does not “use” the patented invention under the appropriate test from NTP. To “use” the system, Qwest must put the claimed invention into service, i.e., control the system and obtain benefit from it. * * * While Qwest may make the back-end processing elements, it never “uses” the entire claimed system because it never puts into service the personal computer data processing means. Supplying the software for the customer to use is not the same as using the system.

According to the Federal Circuit, “[t]he only way that Centillion can establish ‘use’ by Qwest is if Qwest is vicariously liable for the actions of its customers such that ‘use’ by the customers may be attributed to Qwest.”
  The Federal Circuit concluded that under those precedents, Qwest was not, as a matter of law, vicariously liable for the actions of its customers:

Following our vicarious liability precedents, we conclude, as a matter of law, that Qwest is not vicariously liable for the actions of its customers. Qwest in no way directs its customers to perform nor do its customers act as its agents. While Qwest provides software and technical assistance, it is entirely the decision of the customer whether to install and operate this software on its personal computer data processing means.

The Federal Circuit further concluded that Qwest did not “make” the system for purposes of § 271(a), reasoning:

We need not reach the issue of whether a single statement in an incorporated brief is sufficient to preserve an issue, because Qwest does not “make” the patented invention under § 271(a) as a matter of law. Qwest manufactures only part of the claimed system. In order to “make” the system under § 271(a), Qwest would need to combine all of the claim elements—this it does not do. The customer, not Qwest, completes the system by providing the “personal computer data processing means” and installing the client software.

The Federal Circuit further concluded that Qwest was not vicariously liable for its customers’ actions because those customers did not act as Qwest’s agents as a matter of law, nor were they contractually obligated by Qwest to so act.
B. § 271(g) – Importation – Foreign Process

1. In Actions Alleging Infringement Under § 271(g), There is a Rebuttable Presumption Under § 295 That the Imported Product Was Made by the Patented Method if the Court Finds: “(1) that a substantial likelihood exists that the product was made by the patented process, and (2) that the plaintiff has made a reasonable effort to determine the process actually used in the production of the product and was unable to so determine” [image: image556.png]
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In Creative Compounds, LLC v. Starmark Laboratories,
 the Federal Circuit, inter alia, affirmed the district court’s finding that the defendant had not shown invalidity through prior invention because the evidence was insufficient to establish prior conception.

Creative and Starmark were competitors in the market for creatine.  Creatine was an amino acid that assisted in producing adenosine triphosphate during short bursts of high intensity exercise. Fatigue had been associated with a depletion of creatine.  Creatine was used by body builders for improving athletic performance, and was sold as creatine monohydrate in a powder form as a nutritional supplement.  However, that form of creatine had low-solubility in water and low bioavailability.

Starmark owned a patent drawn to creatine salts consisting of two molecules of creatine and one molecule of dicarboxylic acid.  Those salts were water soluble.  Claims 1-6 covered creatine salts, and claims 7-13 covered methods of making creatine salts.

The application maturing into Starmark’s patent was filed on December 18, 2003, claiming priority to a provisional application filed on December 18, 2002.  The patent issued in 2006 to SAN Corporation listing SAN’s CEO, Matthias Boldt, as the sole inventor.  In October 2006, Boldt formed Starmark, and the patent was assigned to Starmark.

Creative’s patent-in-suit was filed on April 30, 2003, and was drawn to dicreatine malate compounds.  Thus, while Starmark’s patent was drawn to a genus of creatine salts, Creative’s patent was narrower.  Creative’s patent issued on October 31, 2006, about one month after Starmark’s patent issued.

After receiving a notice of allowance, Boldt, as SAN’s CEO, sent letters to purchasers of dicreatine malate compounds advising that SAN’s (later Starmark’s) patent would soon issue.

Creative then mailed its own letters advising that it had received a notice of allowance for its patent, and included a letter from its patent counsel advising:

It has also come to my attention that SAN Corporation has sent a number of threatening letters to the industry alleging that it also has received a Notice of Allowance of its patent application entitled Creatine Salts and Method of Making Same [SAN’s/Starmark’s patent] . . . . Even if SAN is correct that a patent will issue from its application, the patent will not be enforceable because of [Creative’s] prior inventions and work.

A SAN customer notified SAN of Creative’s letter and refused to license SAN’s patent.  A letter from another SAN customer similarly stated “we do not believe [SAN’s/Starmark’s patent] to be valid in light of [Creative’s patent] . . . moving forward [we] will no longer be using compounds covered by the [SAN’s/Starmark’s patent].”

Creative filed suit seeking a declaratory judgment that Starmark’s patent was invalid and not infringed.  Starmark answered and alleged infringement of Starmark’s patent, and sought a declaratory judgment that Creative’s patent was invalid.

Starmark filed a motion for summary judgment on all issues.  Creative filed a motion, inter alia, to dismiss Starmark’s declaratory judgment action vis-à-vis Creative’s patent for lack of subject matter jurisdiction.

The district court granted Starmark’s motion finding that Starmark’s patent was not invalid and was infringed.  The district court further denied Creative’s motion to dismiss.

On appeal, the Federal Circuit affirmed the findings that Starmark’s patent was not invalid and was infringed, but reversed the district court’s denial of Creative’s motion to dismiss.  The infringement issue will be addressed here.

Starmark, in moving for summary judgment of infringement, relied on an expert report by its technical expert.  With regard to method claims 7-10, the expert noted that “Creative has not produced information regarding its manufacturing process.”  But, the expert concluded that Creative’s accused product was “most likely synthesized” according to claim 7, “consistent with having been manufactured” according to claim 8, and manufactured according to claims 9 and 10.

Creative conceded infringement of the compound claims, but argued that because the expert’s report had no analysis or testing, there was no evidence that Creative’s product infringed the method claims.  Creative urged that the district court had erred in shifting the burden to Creative of showing non-infringement when the district court noted that Creative “has offered no argument as to why or how the process employed to create the product does not infringe [Starmark’s patent].”  Creative argued that “Creative merely imports the 2CM product that is manufactured by another party located in China. Creative does not manufacture 2CM or even have any information on the precise manufacturing process used by its supplier.”

The Federal Circuit disagreed that the district court had erred.  The Federal Circuit noted that “ ‘[t]he patentee bears the burden of proving infringement by a preponderance of the evidence.’ * * * If the patentee fails to meet that burden, the patentee loses regardless of whether the accused comes forward with any evidence to the contrary.”

However, the Federal Circuit noted that there are exceptions:  “While the burden typically rests with the patentee to prove infringement, the law makes exceptions.”  In particular, the Federal Circuit noted that “[i]n actions alleging infringement of a process claim under § 271(g), there is a rebuttable presumption that the imported product was made from the patented process if the court finds: ‘(1) that a substantial likelihood exists that the product was made by the patented process, and (2) that the plaintiff has made a reasonable effort to determine the process actually used in the production of the product and was unable to so determine.’ 35 U.S.C. § 295.
 If both conditions are met, ‘the product shall be presumed to have been so made, and the burden of establishing that the product was not made by the process shall be on the party asserting that it was not so made.’ * * * Because the accused infringer is in a far better position to determine the actual manufacturing process than the patentee, fairness dictates that the accused, likely the only party able to obtain this information, reveal this process or face the presumption of infringement.”

Here, the Federal Circuit noted that Starmark had sought discovery on Creative’s manufacturing process, but Creative had not provided that discovery.  According to the Federal Circuit, “[t]hus, under § 295, the burden of establishing that the product was not made by claims 7-10 was properly on Creative. Because Creative ‘offered no argument as to why or how the process employed to create the product does not infringe [Starmark’s patent]’ * * *, the district court properly granted Starmark’s motion for summary judgment of infringement.”

C. Repair/Reconstruction

1. Exhaustion

a) A License Authorizing Sales Without Precondition Leads to Exhaustion Even Though Licensees Are Not Paying Royalties, or Not Paying Royalties Timely [image: image559.png]
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In Tessera, Inc. v. U.S. Int’l Trade Comm’n,
 the Federal Circuit, inter alia, affirmed the ITC’s conclusion that Tessera’s patent rights were exhausted by authorized sales under patent licenses even though the licensees were not paying royalties, or were not paying royalties timely.

Tessera filed a complaint with the ITC asserting that eighteen respondents were infringing four patents by importing certain semiconductor chips.  Tessera’s patents were drawn to semiconductor packaging that addressed a problem with encapsulant blocking the semiconductor terminals.

The accused products fell into two categories.  The first group used a polyimide-based package substrate (“μBGA”) and a second group used a laminate-based package substrate (“wBGA”). Only intervenors Elpida Memory, Inc. and Elpida Memory (USA) Inc. imported the accused μBGA products.  All intervenors imported the accused wBGA products. The infringement determination vis-à-vis the μBGA was not challenged on appeal.  With respect to the accused wBGA products, the Federal Circuit affirmed findings that the asserted claims were not invalid and not infringed.

Tessera’s primary business was licensing its technology.  Tessera had licensed the patent-in-suit to more than sixty semiconductor companies.  Although the licenses varied, each license called for an upfront payment along with a running royalty.  Each license provided that “Subject to the terms and conditions [of this agreement], Tessera hereby grants Licensee a * * * license to the Tessera Patents * * * and to sell * * * and/or offer for sale such TCC Licensed Products.”

All of the intervenors purchased some portion of the accused products from parties licensed by Tessera.  Elpida asserted, and the ITC agreed, that 100% of its products were acquired from Tessera licensees.  It was undisputed that some licensees had fallen behind on their obligation to pay royalties to Tessera.

The ALJ issued an Initial Determination finding no § 337 violation.  The ALJ concluded that Tessera had failed to show that the accused products infringed three of the patents-in-suit, and that those patents were not invalid.  The ALJ also held that Tessera’s patent rights had been exhausted as to those products acquired from Tessera’s licensees.  The ITC decided to review some of the ALJ’s determinations, but not the ALJ’s determination vis-à-vis patent exhaustion.

The ITC ultimately determined that the μBGA products infringed, but were subject to patent exhaustion, and that the wBGA products did not infringe.  On appeal, the Federal Circuit, inter alia, affirmed those conclusions.

Regarding exhaustion, Tessera contended that under the terms of the licenses, sales were not licensed, and therefore not authorized, until royalties had been paid.  Because royalties were not paid, or paid late, Tessera urged that those sales did not trigger exhaustion.  The Federal Circuit disagreed.

The Federal Circuit concluded that “[h]ere, as in Quanta [Quanta Computer, Inc. v. LG Elecs., Inc., 553 U.S. 617 (2008)], Tessera’s licensees were authorized to sell the accused products. Nothing in the TCC Licenses limited the licensee’s ability to sell the accused products. Each of the TCC License agreements contains an unconditional grant of a license ‘to sell * * * and/or offer for sale’ the accused products. These agreements call for running royalty obligations which accrue on products sold. In some cases, the payments are not due to Tessera until the end of a reporting period. Consequently, in some cases, royalty obligations do not accrue until eight months after the licensed products are sold. But there is nothing in any of the license agreements to even remotely suggest that the existence of a condition subsequent, namely, the payment of royalties, operates to convert initial authorized sales into unauthorized sales for purposes of patent exhaustion.”

b) Unrestricted Sale of Patented Genetically Modified Seed to Grain Elevator Does Not Exhaust Patent Rights in Seeds When Used in Planting [image: image562.png]
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In Monsanto Co. v. Bowman,
 the Federal Circuit affirmed the district court’s grant of summary judgment of infringement concluding that an unrestricted sale of patented, genetically modified seed as a commodity to grain elevators did not result in an exhaustion of patent rights in such seed when used for planting.

The Monsanto patents-in-suit were drawn to Roundup Ready® soybeans that had been genetically modified to be resistant to glyphosate based herbicides, such as Monsanto’s Roundup®.  Monsanto and its licensees sold Roundup Ready® soybeans to farmers under a “Technology Agreement” in which a licensed farmer agreed (1) “to use the seed containing Monsanto gene technologies for planting a commercial crop only in a single season”; (2) “to not supply any of this seed to any other person or entity for planting”; (3) “to not save any crop produced from this seed for replanting, or supply saved seed to anyone for replanting”; and (4) “to not use this seed or provide it to anyone for crop breeding, research, generation of herbicide registration data, or seed production.”  The reason for the agreement was that the patented Roundup Ready® genetic trait carries forward into each successive seed generation.
Monsanto allowed farmers to sell second-generation seed to grain elevators as a commodity without requiring any restrictions on the elevators’ subsequent sales of that seed.  Commodity seeds were a mixture of seeds harvested from various sources, including from farms that used Roundup Ready® soybeans and from farms that did not.  Nevertheless, almost 94% of Indiana’s soybeans planted in 2007 were herbicide resistant varieties.

Bowman, an Indiana farmer, purchased and planted Roundup Ready® seeds during the first growing season during 1999-2007.  He did not save back second-generation seeds or otherwise violate the terms of the Technology Agreement.

However, in 1999, Bowman purchased much lower priced seed from a local grain elevator for planting as a “second crop.”  Bowman applied glyphosate-based herbicide to the fields that he had planted with the commodity seed to determine whether the plants would exhibit resistance.  The plants exhibited such resistance.  Subsequently, Bowman saved harvested seed from his 1999 second crop for replanting “second crops” in 2000-2007.  He also purchased additional commodity seeds from the local grain elevator.

In 2007, Monsanto sued Bowman for infringement.  Monsanto confirmed that Bowman’s second crop seeds contained the patented technology.  The district court granted summary judgment of infringement.

Bowman argued that the unrestricted sales to grain elevators constituted exhaustion under Quanta Computer, Inc. v. LG Electronics, Inc.
  The Federal Circuit disagreed.

The Federal Circuit reasoned that “[e]ven if Monsanto’s patent rights in the commodity seeds are exhausted, such a conclusion would be of no consequence because once a grower, like Bowman, plants the commodity seeds containing Monsanto’s Roundup Ready® technology and the next generation of seed develops, the grower has created a newly infringing article.”
  Quoting from Jazz Photo Corp. v. Int’l Trade Comm’n,
 the Federal Circuit reasoned that the right to use “do[es] not include the right to construct an essentially new article on the template of the original, for the right to make the article remains with the patentee.”
The Federal Circuit further disagreed with Bowman that a seed “substantially embodies” all later generation seeds, at least with respect to the commodity seeds, because nothing suggested that the “only reasonable and intended use” of commodity seeds was for replanting.  The Federal Circuit remarked that “there are various uses for commodity seeds, including use as feed. While farmers, like Bowman, may have the right to use commodity seeds as feed, or for any other conceivable use, they cannot ‘replicate’ Monsanto’s patented technology by planting it in the ground to create newly infringing genetic material, seeds, and plants.”

XVI. INFRINGEMENT UNDER THE DOCTRINE OF EQUIVALENTS
A. Vitiation Rule

1. Evidentiary Standard

a) The Evidentiary Standard for Showing Equivalents Remains Preponderance of the Evidence Despite That Alleged Equivalent is Separately Patentable [image: image564.png]
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In Siemens Medical Solutions USA, Inc. v. Saint-Gobain Ceramics & Plastics, Inc.,
 a divided Federal Circuit rejected Saint-Gobain’s argument that when the assertion is infringement under the doctrine-of-equivalents, and the alleged equivalent is separately patented, infringement must be found by clearly and convincing proof.  Circuit Judge Prost urged, in dissent, that “a separately-patented (and presumptively nonobvious) substitution cannot be ‘insubstantial’ unless some fact distinguishes the equivalence finding from the PTO’s earlier nonobviousness determination.”

The general area of technology was positron emission tomography (“PET”), namely a nuclear medical imaging technique that provided images of a patient’s organ systems.  In PET scans, a patient was administered a radioactive isotope which emitted positrons as it decayed.  Two gamma-ray photons were produced when a positron collided with an electron in a patient’s body.  The photons could be detected by a radiation detector which contained scintillator crystals arranged in a ring about the patient’s body.  The crystals converted the gamma rays into visible light which produced three-dimensional images of the radioactivity in a patient.  The resulting image could be used for diagnostic purposes.

Siemens developed, manufactured and sold PET scanners.  The scintillator crystals used in Siemens’ scanners consisted of cerium-doped lutetium oxyorthosilicate (‘LSO’). 

Saint-Gobain manufactured and sold scintillator crystals for PET scanners.  However, Saint-Gobain’s crystals consisted of cerium-doped lutetium-yttrium orthosilicate (‘LYSO’), which differed chemically from LSO.  Yttrium was substituted for some of the lutetium.  Specifically, Saint-Gobain’s crystals were 10% Y LYSO, meaning that yttrium atoms were substituted for 10% of the lutetium atoms. Saint-Gobain sold its scintillator crystals to Philips Medical Systems, which manufactured and sold PET scanners that competed with those sold by Siemens.

Siemens’ patent-in-suit was drawn to radiation detectors using LSO scintillator crystals and a photodetector.  Claim 1 of the patent-in-suit called for:

1. A gamma ray or x-ray detector, comprising: a scintillator composed of a transparent single crystal of cerium-activated lutetium oxyorthosilicate having the general formulation Ce2xLu2(1-x)SiO5, where x is within the range of from approximately 2×10–4 to approximately 3×10–2, and

a photodetector optically coupled to the scintillator for producing an electrical signal in response to the emission of a light pulse by the scintillator.

The application maturing into the patent-in-suit was filed on August 4, 1989, and the patent-in-suit expired on October 6, 2008.

Saint-Gobain was the licensee of another patent (the ‘420 patent) which disclosed radiation detectors using LYSO crystals.  Claim 1 of that patent called for:

1. A scintillator detector for high energy radiation comprising: a monocrystalline structure of cerium doped lutetium yttrium orthosilicate, Ce2x,(Lu1-yYy)2(1-x)SiO5 where x=approximately 0.0001 to approximately 0.05 and y=approximately 0.0001 to approximately 0.9999.

Thus, the LYSO crystals ranged from 0.01% Y to 99.99% Y. The specification disclosed that LYSO crystals comprising 30% Y, 50% Y, 70% Y, and 85% Y had been prepared. The ’420 patent was filed on February 17, 2000, and the front page listed the patent-in-suit among the ‘References Cited.’

Siemens sued Saint-Gobain relying on infringement under the doctrine-of-equivalents.  Siemens alleged that Saint-Gobain was liable for contributory and induced infringement by selling 10% Y LYSO crystals to Philips for use in its PET scanners.  Saint-Gobain argued, inter alia, that its LYSO crystals are not equivalent to the claimed crystals because its crystals were separately claimed in the ‘420 patent.  

At trial, the district court declined Saint-Gobain’s contention that because the alleged equivalent was itself patented, and therefore entitled to a presumption of validity under § 282, a quantum of proof higher than a preponderance of the evidence was required to prove contributory and induced infringement.  Rather, the district court instructed the jury that the jury could consider the ‘420 patent when deciding whether the differences between the 10% Y LYSO crystal and the claimed LSO crystal were substantial:

[Y]ou have heard evidence that Saint-Gobain has a license under the [’420] patent to produce its 10% Y LYSO crystal. In connection with this evidence, I instruct you that a product that is covered by a subsequent patent may still infringe an earlier patent. Nonetheless, in considering the issue of infringement under the doctrine of equivalents, you may consider that Saint-Gobain obtained the license under the [’420] patent, which may be some evidence that the differences between the 10% Y LYSO crystal and the claimed LSO crystal are substantial. Such evidence may be considered along with other evidence of the similarities and differences between the claimed LSO crystal and Saint-Gobain’s 10% Y LYSO crystal. It is for you to decide the issue of whether Saint-Gobain’s 10% Y LYSO crystal constitutes an equivalent to the claimed LSO crystal of the ’080 patent.

The jury found that Saint-Gobain had infringed, and awarded damages of $ 52.3 million.  The district court denied Saint-Gobain’s post-trial motions for JMOL or a new trial, but reduced the jury’s damage award to roughly $ 45 million (which the Federal Circuit reversed in another portion of the opinion).

On the issue whether a quantum of proof higher than a preponderance of the evidence was required to prove contributory and induced infringement where the alleged equivalent was separately patented, the Federal Circuit in Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co.,
 had remarked that:

We have not directly decided whether a device—novel and separately patentable because of the in-corporation of an equivalent feature—may be captured by the doctrine of equivalents, although we have held that when a device that incorporates the purported equivalent is in fact the subject of a separate patent, a finding of equivalency, while perhaps not necessarily legally foreclosed, is at least considerably more difficult to make out. But there is a strong argument that an equivalent cannot be both non-obvious and insubstantial.

Also, in Roton Barrier, Inc. v. Stanley Works,
 Judge Nies wrote in her ‘additional views’ that ‘a second patent, depending on its subject matter, may be relevant to the issue of whether the changes [in an accused device] are substantial,’ and that “[a] substitution in a patented invention cannot be both nonobvious and insubstantial.”

Saint-Gobain urged that the jury’s finding of equivalence ‘constructively invalidated’ the ’420 patent, because ‘a legal conclusion of invalidity for obviousness was * * * the clearly implied result of the jury’s verdict.’  That was the ‘implied result,’ Saint-Gobain argued, because the district court had failed to instruct the jury that equivalence must be found by clear and convincing evidence—i.e., the evidentiary burden required to overcome the statutory presumption of validity under § 282.
Saint-Gobain’s argument clearly gave the Federal Circuit some pause.  The panel majority remarked that “Saint-Gobain makes an interesting argument, not illogical, (and ably articulated by the dissent) regarding a correspondence between the nonobviousness of an accused product, as shown by its separate patentability, and its infringement of another patent under the doctrine of equivalents.”
 However, the panel majority was ultimately not swayed:  “we agree with Siemens that the district court did not legally err by instructing the jury that infringement in this case may be proved by a preponderance of the evidence.”

The panel majority reasoned that “[p]atent infringement, whether literal or by equivalence, is an issue of fact, which the patentee must prove by a preponderance of the evidence.”
  The panel majority concluded that “we decline to inject Saint-Gobain’s proposed rule into the interstices of our longstanding equivalence doctrine jurisprudence.”

Despite the clear language in Festo and Roton Barrier, the panel majority concluded that “[t]hese passages, however, cannot reasonably be read to require proof of equivalency by clear and convincing evidence in cases of separate patentability. Rather, these statements indicate that where, as here, the alleged equivalent is claimed in a separate patent, this fact, when weighed by the fact-finder together with all other relevant evidence, may make equivalency ‘considerably more difficult to make out’ by a preponderance of the evidence.”

According to the panel majority, “[t]he issue of infringement by a separately patented equivalent was addressed in the Supreme Court decision of Sanitary Refrigerator Co. v. Winters, 280 U.S. 30 (1929).”
  The panel majority noted that the Supreme Court had found equivalence despite separate patentability of the alleged equivalent, and did so without imposing a heightened evidentiary burden.  The panel majority further noted that despite the statements in Festo, it had not previously imposed a burden of proof other than a preponderance of the evidence.

The panel majority also disagreed with Saint-Gobain’s contention that a finding of equivalence was tantamount to a finding of obviousness for two reasons.  The first was that a finding of equivalence typically involved the ‘insubstantial differences test,’ usually invoking the tripartite ‘function-way-result’ analysis.  Obviousness, in contrast, according to the panel majority, required analysis under the four Graham factors, including evidence of, inter alia, commercial success and the level of ordinary skill in the art.  Additionally, the panel majority reasoned that ‘the time frames of the two inquiries differ. Under the doctrine of equivalents, ‘the proper time for evaluating equivalency * * * is at the time of infringement, not at the time the patent was issued,’ * * * yet obviousness asks whether a claimed invention ‘would have been obvious at the time the invention was made,’ * * *. These and other differences between equivalence and obviousness undermine Saint-Gobain’s theory of ‘constructive invalidation.’

The panel majority further urged that Saint-Gobain’s argument overlooked the difference between claim scope:  ‘The jury’s infringement verdict indicates only that Saint-Gobain’s marketed 10% Y LYSO crystals are equivalent to the LSO crystals of claim 1 or 2 of the ’080 patent. * * * Importantly, the verdict does not imply equivalence between the [patent-in-suit] * * * and the full claim scope of the ’420 patent—which, as noted above, covers LYSO crystals ranging from 0.01% Y to 99.99% Y. An invalidity analysis under § 103 requires a comparison between the prior art and the claimed ‘subject matter as a whole, not separate pieces of the claim.’ * * * The jury made no such comparison under the doctrine of equivalents, further highlighting the fallacy of Saint-Gobain’s premise that the ’420 patent was ‘constructively invalidated.’

The panel majority concluded: “We therefore hold that, even though the alleged equivalent in this case was separately patented, the district court did not legally err by instructing the jury that infringement under the doctrine of equivalents may be proved by a preponderance of the evidence.”

Circuit Judge Prost, in dissent, urged that “there is a tension between the equivalence and nonobviousness inquiries presented in this appeal.”
  Judge Prost posed the question:  “Where equivalence is used against a feature that is separately patented, the patentee’s attempts to show that the feature is insubstantially different from the asserted patent crash into the well-settled presumption that patents are nonobvious over the prior art. * * * When a fact finder concludes that a feature is ‘insubstantially different’ from a patent, how are we then to view the validity of the patent putatively establishing that same feature as ‘nonobvious’?”

Judge Prost reasoned that “[t]he majority reasons that these two tests, obviousness and equivalence, are separate from one another. But while the details differ, I find there is an inevitable area of overlap. Assume a court, applying Graver Tank and its progeny, found that to a person of skill in the art a substitution was insubstantially different from a claim limitation. Having so found, and setting aside (for the moment) consideration of the time frames at which obviousness and equivalence are assessed, the court would need only a further finding that the skilled artisan had some reason to make the substitution to find the limitation obvious under Graham and KSR. This is not a high bar. For a truly insubstantial change, the predictability of outcome when substituting the one for the other suggests that a reason to combine will be easy to prove.”

Judge Prost further explained that “I therefore disagree with the majority in that I do not view it acceptable to leave the fact-finder—here, a jury—without instruction on how it might navigate the equivalence inquiry without undermining the presumption of nonobviousness that we must accord issued patents.”

Judge Prost suggested that “I believe that the best path through this difficult situation is to expressly incorporate Judges Nies [additional views in Roton Barrier] and Dyk’s reasoning [in Festo] into the equivalence analysis: a separately-patented (and presumptively nonobvious) substitution cannot be ‘insubstantial’ unless some fact distinguishes the equivalence finding from the PTO’s earlier nonobviousness determination.”

Judge Prost agreed that the differences in time when those determinations are made may be significant:  “The passage of time presents one opportunity for such a distinction. The majority is correct that an equivalence analysis differs from an obviousness analysis in the time frame concerned. Obviousness is assessed at the time of the invention, and equivalence at the time of the alleged infringement. A finding that, from the time of the separately-patented invention to the time of accused infringement, the state of the art advanced in such a way as to make a previously nonobvious substitution obvious, would allow an equivalence finding without upsetting the presumption of nonobviousness. In the absence of such a finding, in my view a separately-patented substitution may not be held equivalent.”

Specifically, Judge Prost wrote that “I believe it was reversible error for the court not to inform the jury that it could find equivalence if and only if it also found that the state of the art concerning LSO crystals had advanced from the time of the ’420 patent’s invention to the alleged infringement so that the 10% Y composition, though previously nonobvious, had become obvious and insubstantial.”

On June 7, 2011, the Federal Circuit, in a precedential order, Siemens Medical Solutions USA, Inc. v. Saint-Gobain Ceramics & Plastics, Inc.,
 denied a petition for rehearing en banc.  That denial, however, was accompanied by four opinions (1) a dissent by Circuit Judge Dyk, joined by Circuit Judges Gajarsa and Prost, dissenting from the denial of the petition for rehearing en banc, (2) a concurring opinion by Circuit Judge Lourie, joined by Chief Judge Rader and Circuit Judges Newman, Linn, Moore and O’Malley, concurring in the denial of the petition for rehearing en banc, (3) a concurring opinion by Chief Judge Rader, joined by Circuit Judges Newman, Lourie, and Linn, concurring in the denial of the petition for rehearing en banc, and (4) a concurring opinion by Circuit Judge Newman, joined by Chief Judge Rader and Circuit Judge Lourie concurring in the denial of the petition for rehearing en banc.
Judge Dyk dissenting urged that “this case presents an important question: whether, under the doctrine of equivalents, a patent claim’s scope can encompass a new and separately patented (or patentable) invention.”
  

Judge Dyk noted that Siemens’ patent was drawn to positron emission tomography (“PET”) scanners using cerium-doped lutetium oxyorthosilicate (“LSO”) scintillator crystals.  Siemens alleged that Saint-Gobain’s sale of scintillator crystals to its customers for use in PET scanners induced or contributorily infringed Siemens’ patent.  The question thus was whether the customers’ PET scanners directly infringed Siemens’ patent.

The customers’ PET scanners did not literally infringe because Saint-Gobain’s crystals were made, in part, from cerium-doped lutetium-yttrium orthosilicate (“LYSO”), which differed chemically from the LSO crystals in Siemens’ patent.  Siemen asserted infringement under the doctrine-of-equivalents contending that the 10% LYSO crystals in the accused product were equivalent to the LSO crystals of Siemens’ patent.

Both the alleged equivalent crystals and a PET scanner containing those crystals, however, were claimed in another patent which was subsequently licensed to Saint-Gobain.

According to Judge Dyk, “Saint-Gobain requested jury instructions aimed at preventing Siemens from capturing, under the doctrine of equivalents, the new invention covered by the [patent licensed to Saint-Gobain]. * * * The question was whether Siemens was required to establish that the alleged equivalent crystals and PET scanners were merely obvious variants of the [Siemens’ patent] crystal and PET scanner. The requested jury instructions were refused, and the jury found infringement of the [the Siemens’ patent] under the doctrine of equivalents.”

Judge Dyk wrote that a panel majority “explicitly rejected the premise that equivalents must be confined to obvious alternatives. While the majority recognized that finding an identity between insubstantiality and nonobviousness is ‘not illogical,’ * * * it ultimately concluded that, ‘with regard to Saint-Gobain’s contention that equivalence is tantamount to obviousness, we disagree,’ * * *. ”

Judge Dyk expressed his view that a separately patented product cannot be deemed “insubstantially different” and therefore cannot fall within the doctrine-of-equivalents:  “The theory of the doctrine of equivalents is that an inventor should receive protection for the full scope of his invention, even if the claim language does not literally cover it. The doctrine of equivalents is not designed to enable the patent holder to secure the rights to a new invention that the inventor did not create. In other words, the doctrine of equivalents allows the patent holder to secure only the rights to products or processes that reflect minor differences from the patent’s claims. To prove that an element of an accused product is an equivalent for the purposes of infringement, the patentee must prove that the feature is insubstantially different. * * * In my view, a product cannot be insubstantially different if it is nonobvious and separately patentable.”

According to Judge Dyk, “[t]hough we did ‘not directly decide[ ]’ in Festo [Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 493 F.3d 1368 (Fed. Cir. 2007)] ‘whether a device—novel and separately patentable because of the incorporation of an equivalent feature—may be captured by the doctrine of equivalents,’ * * * I think the answer is clear. In my view, just as the doctrine of equivalents cannot extend a patent’s scope to cover prior art, * * * it should not permit patents to be extended to cover new and nonobvious inventions.”

Moreover, according to Judge Dyk, “where the purported equivalent is embodied in a subsequent patent, the finder of fact should afford a presumption of validity to the subsequent patent.”
  “In short,” Judge Dyk urged, “a purported equivalent cannot be both insubstantially different and nonobvious, and in no event should the doctrine of equivalents permit a patent to capture another’s subsequent invention that is novel and nonobvious.”

Judge Lourie, joined by Chief Judge Rader and Circuit Judges Newman, Linn, Moore and O’Malley, concurred in the denial of the petition for rehearing.  Judge Lourie wrote that this case was not about whether a claim can encompass, under the doctrine-of-equivalents, a new and separately patented invention, as urged by Judge Dyk in dissent.  Rather, Judge Lourie urged that “[i]t is about whether the burden of proving infringement, when the accused subject matter is separately patented, should be raised to the higher clear and convincing standard rather than the well established preponderance of the evidence standard.”

That was the issue argued to the court, according to Judge Lourie, and that was the issue decided by the panel.  

Judge Lourie further noted that “[t]he dissent seeks to challenge well-established law, viz., that a patent can cover, or dominate, separately patented subject matter. As we have long recognized, however, each patent grants only a right to exclude * * *.”

Judge Lourie noted that the jury had been so charged, and was aware of the second patent licensed by Saint-Gobain.  Judge Lourie reasoned that the jury had concluded that the Siemens’ patent was, in effect, a dominate patent.

Judge Lourie wrote that “this case is about Saint-Gobain’s disagreement with a jury instruction that infringement under the doctrine of equivalents may be proved by a preponderance of the evidence when the accused product is covered by a later patent. * * * Whatever the merits of the significantly broader issue that the dissent may wish to confront, this case does not present that issue.”

Judge Dyk, in his dissent, responded:  “In his opinion concurring in the denial of the petition for rehearing en banc, Judge Lourie argues that the [Siemens’ patent] was ‘in effect a dominant patent’ and that ‘a patent does not grant a right to practice free from infringement liability.’ * * * Judge Lourie is correct that a ‘dominant patent’ which includes an open-ended transition term such as ‘comprising’ can prevent the practice of subsequent inventions that embody all of the dominant patent’s elements plus additional elements. This case, however, does not involve a dominant patent. Here, the [second patent’s] point of novelty over the [Siemens’ patent] is not that it claims an additional element, but rather that it claims a substitute element (LYSO) that is different in kind from an element claimed in the [Siemens’ patent] (LSO). The doctrine of equivalents should not permit a patent to cover subsequent inventions which have replaced one or more of the patent’s claimed features with nonobvious substitute elements, thereby creating a new invention not covered by the original patent’s claims.”

Chief Judge Rader concurred in denying the petition for rehearing en banc, in an opinion joined by Circuit Judges Newman, Lourie, and Linn.  Chief Judge Rader urged that “[a] major, if not the primary, purpose of the doctrine of equivalents is to protect inventions from infringement by after-arising technology.”
  Chief Judge Rader wrote that “[o]f course, if an equivalent was foreseeable as available technology at the time of filing, the applicant has an obligation to claim that technology. If the applicant discloses, but does not claim, foreseeable technology, that subject matter enters the public domain. * * * Thus, the doctrine of equivalents allows patent owners to cover after-arising technology.”

Judge Dyk, in dissent, responded:  “In his opinion concurring in the denial of the petition for rehearing en banc, Chief Judge Rader urges that the doctrine of equivalents must include after-arising technology. * * * Our decisions have recognized that the doctrine of equivalents may sometimes capture after-arising technology where the original claims could have captured that technology by using more general claim language. For example, if a claim were to use the narrow term ‘clip’ to describe an incidental aspect of the invention, the claim might be extended under the doctrine of equivalents to include all fasteners, including those subsequently developed. But this is a far cry from saying that a claim directed to a particular type of clip— i.e., where the invention in whole or in part is the clip itself—should cover after-arising and separately patentable fastening means.”

Circuit Judge Newman concurred in the denial of the petition for rehearing en banc, in an opinion joined by Chief Judge Rader and Circuit Judge Lourie.  Judge Newman urged that Judge Dyk’s dissent represented a significant change in the law that should not be undertaken casually. 

Judge Newman noted that there was substantial evidence to support the jury’s finding of equivalency.  She noted that Judge Dyk, in dissent, proposed that no infringement could be found, however, because the crystals with 10% yttrium were covered by a separate patent.  According to Judge Newman:  “The dissenters propose that the separate patenting of an equivalent automatically liberates the subject matter from infringement, whatever the facts of the substitution. The consequences for the innovation incentive are not addressed. The patent law seeks ‘a careful balance between the need to promote innovation and the recognition that imitation and refinement through imitation are both necessary to invention itself and the very lifeblood of a competitive economy.’ * * * The doctrine of equivalents is part of that balance, and any change in its application is a matter of national economic policy.”

Judge Newman urged that “[t]he dissenters’ position is not the law. Nor has such a change of law been proposed in the present ‘patent reform’ era. * * * A policy change that shifts the balance between the copier and the originator is a matter of economic consequence.”

XVII. PROSECUTION HISTORY ESTOPPEL, THE WARNER-JENKINSON  PRESUMPTION, AND FESTO
A. Rebutting Presumptions

1. Forseeability

a) When the Language of Both Original and Issued Claims Begins With the Words “[a] pharmaceutical composition,” That Language Defines the Field of the Invention for Purposes of Determining Foreseeability”: “Foreseeability does not require flawless perfection to create an estoppel” [image: image567.png]


 [image: image568.png]


 
In Duramed Pharmaceuticals, Inc. v. Paddock Laboratories, Inc.,
 the Federal Circuit affirmed the district court’s conclusion that prosecution history estoppel barred Duramed’s allegation of infringement under the doctrine-of-equivalents.  The Federal Circuit concluded that what Duramed now asserted was an “equivalent” was foreseeable at the time of narrowing amendment.

Duramed’s patent-in-suit was drawn to conjugated estrogen compositions used in hormone replace therapy.  Conjugated estrogen compositions were water sensitive and susceptible to moisture degradation during storage.  Duramed developed a formulation that included a moisture barrier coating (MBC) that inhibited absorption of moisture.

Original claim 1 called for a conjugated estrogen pharmaceutical composition “coated with a moisture barrier coating.”  Original dependent claim 7 added that “said moisture barrier coating” to one that “comprises ethylcellulose.”  The examiner rejected both claims, but in an interview indicated that he would allow the application if Duramed amended claim 1 to, inter alia, include the limitations of claim 7.  Duramed did so.

Resulting claim 1 called for:

1. A pharmaceutical composition in a solid, unit dosage form capable of oral administration for the hormonal treatment of perimenopausal, menopausal and post-menopausal disorders in a woman comprising:

conjugated estrogens coated onto one or more organic excipients forming a powdered conjugated estrogen composition where said composition is substantially free of inorganic excipients and further comprises about 30-70% gel-forming organic excipient and about 30-70% non-gel forming organic excipient by weight and having less than about 2.5% free water by weight and greater than 2.5% total water wherein said solid unit dosage form is coated with a moisture barrier coating comprising ethylcellulose. (emphasis added)

Paddock filed an ANDA for a generic version of Duramed’s hormone replacement therapy product, Cenestin®.  Paddock’s proposed product used a polyvinyl alcohol (PVA) MBC, marketed as Opadry AMB.  The district court granted Paddock’s motion for summary judgment that infringement under the doctrine-of-equivalents was barred by amendment-based prosecution history estoppel.

Paddock relied on several references to show that the use of a PVA as an MBC was known in the art and “foreseeable” at the time of the amendment.  The Federal Circuit relied on only one – a published PCT application that disclosed formulations of PVA-based MBCs, including Opadry AMB, but also, in a section entitled “Description of the Prior Art,” noted several technical drawbacks to using PVA as an MBC.

The Federal Circuit explained that:

Under the doctrine of the equivalents, “a product or process that does not literally infringe * * * the express terms of a patent claim may nonetheless be found to infringe if there is ‘equivalence’ between the elements of the accused product or process and the claimed elements of the patented invention.” Warner-Jenkinson Co. v. Hilton Davis Chem. Co., 520 U.S. 17, 21 (1997) (citing Graver Tank & Mfg. Co. v. Linde Air Prods. Co., 339 U.S. 605, 609 (1950)). However, the doctrine of prosecution history estoppel prevents a patent owner from recapturing through the doctrine of equivalents subject matter surrendered to acquire the patent. See Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 734 (2002) (“Festo VIII”).

Because during prosecution Duramed narrowed the scope of the ’638 patent’s claims in response to a prior art rejection, a presumption of prosecution history estoppel applies. See Festo IX, 344 F.3d at 1366-67. Nonetheless, Duramed may rebut that presumption by showing, inter alia, the “alleged equivalent would have been ‘unforeseeable at the time of the amendment and thus beyond a fair interpretation of what was surrendered.’” Id. at 1369 (quoting Festo VIII, 535 U.S. at 738). “[A]n alternative is foreseeable if it is disclosed in the pertinent prior art in the field of the invention. In other words, an alternative is foreseeable if it is known in the field of the invention as reflected in the claim scope before amendment.” Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 493 F.3d 1368, 1379 (Fed. Cir. 2007) (“Festo X”). Foreseeability is a question of law based on underlying issues of fact. Id. at 1375.

Duramed raised primarily two arguments.  The first was that the district court had used the wrong legal test for determining foreseeability.  Duramed argued that “an equivalent is not foreseeable if it was not understood by one of ordinary skill in the art to be suitable for use in the invention as originally claimed. And, in this case, Duramed asserts, the relevant art did not disclose either PVA or Opadry AMB as suitable MBCs for moisture-sensitive pharmaceutical compounds, like conjugated estrogens.

The Federal Circuit disagreed noting that when the language of both original and issued claims begins with the words “[a] pharmaceutical composition,” that language defines the field of the invention for purposes of determining foreseeability”:

We first note that, to the extent that Duramed argues that foreseeability requires that PVA must have been known as an MBC for use with conjugated estrogens, we have previously rejected such a restrictive definition of the field of invention. See Schwarz Pharma, Inc. v. Paddock Labs., Inc., 504 F.3d 1371, 1377 (Fed. Cir. 2007). As we spelled out in Schwarz, when the language of both original and issued claims begins with the words “[a] pharmaceutical composition,” that language defines the field of the invention for purposes of determining foreseeability. Id. Accordingly, PVA MBCs need only to have been known in the field of pharmaceutical compositions as of the time of Duramed’s narrowing amendment, see Festo X, 493 F.3d at 1379, which we hold that the Colorcon PCT establishes as a matter of law.

Duramed secondly argued that the Colorcon PCT disclosure failed to show that PVA-based Opadry AMB was suitable as an MBC because the disclosure contained only conclusory statements and lacked any data on the stability of pharmaceutical compositions coated with Opadry AMB. The Federal Circuit disagreed:

We disagree; foreseeability does not require such precise evidence of suitability. See Honeywell Int’l, Inc. v. Hamilton Sundstrand Corp., 523 F.3d 1304, 1312-13 (Fed. Cir. 2008). And even if the PCT disclosure indicates that PVA is less than ideal in some pharmaceutical uses as an MBC, it is still disclosed to be useful as such, and that renders it foreseeable for purposes of prosecution history estoppel. Foreseeability does not require flawless perfection to create an estoppel.

XVIII. ISSUES UNIQUE TO HATCH-WAXMAN

A. Infringement

1. Infringement Is Based on the Four Corners of the ANDA [image: image569.png]


 
In In re Brimonidine Patent Litigation,
 the Federal Circuit panel majority reversed the district court’s finding of infringement which had been based on an assumption that a drug formulation would have been manufactured at a pH higher than that stated in the ANDA.

Allergan, Inc. owned several patents relating to its glaucoma drug Alphagan® P. Apotex, Inc. and Exela Pharmsci, Inc. had filed Abbreviated New Drug Applications (“ANDAs”) to market a generic version of Alphagan® P. Allergan sued Apotex and Exela for infringement in separate district courts, and those suits were consolidated in the District of Delaware.  After a bench trial, the district court held that Allergan’s patents were not invalid and were infringed by both Apotex and Exela.  The district court then enjoined Apotex and Exela from making and selling the products described in their ANDA.  Apotex appealed only the issue of validity, while Exela appealed only the issue of infringement.  

The Federal Circuit panel majority affirmed the invalidity holdings in part, and reversed in part, finding that the asserted claims of one of the patents-in-suit were invalid for obviousness, but finding that the claims of the other patents-in-suit were not invalid.  That portion of the opinion is addressed elsewhere.

The Federal Circuit also reversed the finding of infringement vis-à-vis Exela.  That will be addressed here.

Allergan asserted only one patent against Exela – the ‘834 patent.  Claims 7 and 16 of that patent called for a 0.15% brimonidine solution including a preservative adjusted to a pH of 7.0 or greater. The only issue was whether the product described in Exela’s ANDA infringed that pH limitation. Both Exela and Allergan agreed that the highest pH at which Exela requests permission to manufacture and sell its proposed product was 6.7. 

Both parties agreed that the pH of a formulation would change over time, but also that the pH would fall, not rise.  The district court found that the pH of Exela’s formulation would drop by 0.5 pH units over a period of six months.  The district court reasoned that Exela would take that drop into account when manufacturing the formulation.  The district court concluded that Exela would thus necessarily manufacture the formulation at an infringing pH of 7.0 or higher.  The Federal Circuit reversed.

The Federal Circuit explained that “[t]he infringement provision of the Hatch-Waxman Act, 35 U.S.C. § 271(e)(2)(A), states that it is an act of infringement to submit an ANDA that describes ‘a drug claimed in a patent.’ The infringement action is a hypothetical case that asks the factfinder to determine whether the drug that will be sold upon approval of the ANDA will infringe the asserted patent.”

The Federal Circuit relied on its earlier opinion in Bayer AG v. Elan Pharm. Research Corp.,
 which presented an analogous fact pattern.  There, the Federal Circuit noted that Elan was bound by the representations in its ANDA and noted that substantial penalties, including criminal sanctions, flow from noncompliance.  The Federal Circuit noted that “[t]he same is true here: the highest pH at which Exela will manufacture and sell its proposed product is 6.7 or Exela will not, legally, market anything at all.”

The Federal Circuit distinguished Abbott Laboratories v. TorPharm, Inc.,
 in which the Federal Circuit noted that: “[O]ther evidence may directly contradict the clear representations of the ANDA and create a dispute of material fact regarding the identity of the compound that is likely to be sold following FDA approval.”

The Federal Circuit noted that in Abbott the claims recited a compound with about 4-6 repeating subunits, and TorPharm’s ANDA did not specify the number of subunits in its proposed formulations.  The court reversed the district court’s grant of summary judgment because there was a factual dispute concerning the number of subunits in a formulation that TorPharm would produce following the ANDA.  The Federal Circuit concluded that in that instance, it would be appropriate to consider materials outside the four corners of the ANDA to determine infringement.

Here, the Federal Circuit pointed out, “neither party disputes that if Exela complies with its ANDA, it will never manufacture or sell a product at a pH above 6.7. We cannot assume that Exela will not act in full compliance with its representations to the FDA, and we accordingly reverse the district court’s judgment finding that Exela’s filing of the ANDA is an act of infringement.”

B. Patent Term Extensions

1. Patent Term Extensions Apply to the Entire Patent, Not Just Individual Claims [image: image570.png]
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In Genetics Institute, LLC v. Novartis Vaccines and Diagnostics, Inc.,
 the Federal Circuit concluded that it retained appellate jurisdiction over an appeal from a district court’s resolution of a patent-patent interference under § 291, even though one of the patents had expired after the district court’s judgment.

The underlying technology related to truncated forms of a protein called Factor VIII.  Factor VIII was a blood-clotting protein that circulated in an inactive state, and became activated through a chain of reactions known as the “blood-clotting cascade.”  That caused formation of a blood clot to stop bleeding from damaged blood vessels. Defects in the gene encoding Factor VIII resulted in hemophilia A, a genetic disorder associated with prolonged bleeding.
One of the patents-in-interference (the ‘112 patent), assigned to Genetics, issued on September 19, 1989, and claimed priority to April 12, 1985.  The ‘112 patent had an expiration date of September 19, 2006.  However, in 2000, Genetics obtained a patent term extension under 35 U.S.C. § 156 due to the time consumed by testing and regulatory review of ReFacto®, the commercial embodiment of its recombinant Factor VIII protein.  The PTO granted an extension to February 28, 2010.

Novartis Vaccines and Diagnostics, Inc. was the assignee of the other two patents-in-interference, namely the ’620 and ’447 patents. Those patents claimed priority from an application filed January 27, 1986.
Genetics sued Novartis to determine priority of invention under § 291.  Novartis moved to dismiss urging that (1) the patent term extension under § 156 did not apply to the ‘112 patent as a whole, but rather only to certain claims, and (2) there was no interference in fact.  The district court held that the patent term extension applied to all claims in the ‘112 patent, but granted Novartis’ motion to dismiss for lack of an interference in fact.  On appeal, a divided Federal Circuit affirmed.

On the issue of patent term extensions, Novartis argued that the district court lacked jurisdiction to decide whether certain claims of the ‘112 patent and the Novartis patents interfered.  Novartis urged that claims 1 and 5 of the ‘112 patent were not entitled to the patent term extension because Genetics in its patent term extension application under § 156(d)(1) identified only claims 9 and 10 as relating to its commercial product ReFacto®.  Novartis argued that claims 1 and 5 therefore expired on September 19, 2006.  Novartis also argued that claim 10, as construed by the district court, did not cover the commercial product, claim 10 also was ineligible for a patent term extension.

Genetics argued that a patent term extension under § 156 applies to the entire patent.  Genetics further argued that because claim 9 covered the commercial product, claims 1 and 5 must as well because claim 9 was dependent from claim 5 which in turn was dependent on claim 1.

The Federal Circuit concluded that the plain language of § 156(a):

The term of a patent which claims a product, a method of using a product, or a method of manufacturing a product shall be extended in accordance with this section from the original expiration date of the patent * * *.

refuted Novartis’ argument.  According to the court, “[s]ubsection (a) dictates that the term of the patent, as opposed to specific claim(s), shall be extended.”  The Federal Circuit held that subsection (b) providing that “the rights derived from any patent the term of which is extended under this section,” was also clear that the term extension applied to the patent as a whole.
Novartis argued that a term extension must apply only on a claim-by-claim basis because § 156(d)(1) requires an application for a patent term extension to identify each claim that covers the approved product or method of using or manufacturing the approved product.  The Federal Circuit disagreed:  “Yet subsection (d)(1) merely lists the required contents of an application for a patent term extension. Subsections (a) and (b), on the other hand, set forth the legal effect of the patent term extension itself.”

C. Uses Not Covered by Applicable Patents

1. District Court Correctly Dismissed Infringement Action Under § 271(e)(2) Where ANDA Carved Out Uses Not Covered by Patents – Federal Circuit Follows Warner-Lambert Co. v. Apotex Corp. [image: image572.png]-
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In AstraZeneca Pharmaceuticals LP v. Apotex Corp.,
 the Federal Circuit affirmed the district court’s dismissal of AstraZeneca’s action under § 271(e)(2) where Apotex’s ANDA carved out uses not covered by AstraZeneca’s patents.  The Federal Circuit followed the rationale of its earlier 2003 decision in Warner-Lambert Co. v. Apotex Corp.

The dispute concerned the cholesterol-lowering drug rosuvastatin calcium marketed by AstraZeneca as CRESTOR®.  AstraZeneca held three applicable patents:  Patent A claimed rosuvastatin compounds and pharmaceutical compositions containing such compounds, Patent B claimed methods of using rosuvastatin compounds to treat heterozygous familial hypercholesterolemia (HeFH), a genetic condition involving impaired cholesterol metabolism and clinically elevated blood cholesterol, and Patent C claimed methods of using rosuvastatin compounds to lower the cardiovascular disease risk for individuals who had normal cholesterol levels but demonstrated elevated circulating C-reactive protein (CRP), a risk factor associated with various cardiovascular disorders.

AstraZeneca filed, and the FDA approved, a New Drug Application (NDA) for rosuvastatin calcium.  The NDA covered treating HeFH in pediatric patients and preventative use in patients with elevated CRP.  Those uses fell within the scope of AstraZeneca’s patents.  The FDA also approved rosuvastatin calcium for treating homozygous familial hypercholesterolemia (“HoFH”) and hypertriglyceridemia – uses not covered by AstraZeneca’s patents.

Apotex (and several other generic pharmaceutical manufacturers – here collectively “Apotex”) filed ANDAs seeking to market generic rosuvastatin calcium.  Apotex restricted the ANDAs requesting approval to offer their generic rosuvastatin formulations for treating only HoFH and hypertriglyceridemia while omitting or “carving out” patented indications directed toward HeFH and elevated CRP.

Apotex filed a Paragraph IV certification vis-à-vis Patent A, but under 21 U.S.C. § 355(j)(2)(A)(viii), filed a “Section viii statement” averring that the ANDA excluded all uses claimed in Patents B and C.

AstraZeneca originally filed suit under § 271(e)(2) asserting infringement of Patent A.  The district court, in a bench trial, found Patent A valid, enforceable and infringed.  The judgment in that case was the subject of a separate appeal, and was pending before the Federal Circuit.

While that suit was pending, AstraZeneca brought a second § 271(e)(2) action asserting that the ANDA filings would constitute infringement of Patents B and C, even though those ANDAs had not requested approval for any uses covered by those patents, and despite the Section viii Statements.  AstraZeneca alleged that if the FDA approved the ANDAs, that would induce infringement of Patents B and C, and that the FDA would require Apotex to make labeling amendments explicitly incorporating the indications covered by Patents B and C.

Apotex moved to dismiss urging, inter alia, that (1) the district court lacked subject matter jurisdiction because § 271(e)(2) created a cause of action for infringement only if the accused ANDA included a Paragraph IV certification, which these ANDAs did not, and (2) the infringement claims were not ripe because the FDA had not required Apotex to amend the ANDAs to cover uses covered by Patents B and C.

The district court dismissed AstraZeneca’s § 271(e)(2) action because it lacked subject matter jurisdiction, and that AstraZeneca’s claims were not ripe to the extent that they relied on presumptive future labeling amendments.

AstraZeneca argued on appeal that by alleging patent infringement under § 271(e)(2), it has asserted a claim for relief arising under federal patent law and had thus met the basic jurisdictional requirements specified in 28 U.S.C. §§ 1331 and 1338(a).  The Federal Circuit agreed, concluding that “the requirements for jurisdiction in the district courts are met once a patent owner alleges that another’s filing of an ANDA infringes its patent under § 271(e)(2), and this threshold jurisdictional determination does not depend on the ultimate merits of the claims.”

However, the Federal Circuit held that the district court’s “judgment of dismissal was nevertheless correct, for we agree with the district court’s underlying determination that AstraZeneca failed to state a viable claim for relief under § 271(e)(2).”
  In Warner-Lambert, the Federal Circuit had held that the term “the use” in § 271(e)(2)(A) meant “the use listed in the ANDA” and held that it was not necessarily an act of infringement under § 271(e)(2) to submit an ANDA for a drug if just any use of that drug is claimed in a patent; rather, infringement of method claims under § 271(e)(2) required filing an ANDA wherein at least one “use” listed in the ANDA was claimed in a patent.
The Federal Circuit rejected AstraZeneca’s attempt to distinguish Warner-Lambert, and concluded:  “As we held in Warner-Lambert, a patented method of using a drug can only be infringed under § 271(e)(2) by filing an ANDA that seeks approval to market the drug for that use. * * * Thus, an ANDA seeking to market a drug not covered by a composition patent for unpatented methods of treatment cannot infringe under § 271(e)(2).”

The Federal Circuit also rejected AstraZeneca’s argument that Section viii statements and restricted generic labeling ignored market realities because even if a generic drug was formally approved only for unpatented uses, pharmacists and doctors would nonetheless substitute the generic for all indications once it becomes available.  The Federal Circuit reasoned that “[i]f an off-patent drug is being used for an unpatented use, that is activity beyond the scope of § 271(a). So is filing an ANDA seeking to market an unpatented drug for an unpatented use beyond the scope of § 271(e)(2).”

The Federal Circuit also agreed with the district court that AstraZeneca’s arguments based on potential FDA action on labeling requirements were not yet ripe for decision:  “In this case, Appellees have limited their ANDAs to unpatented methods for using rosuvastatin calcium, nothing in the record indicates that the FDA has required Appellees to add further indications, and we see no reason to presume that the FDA will do so in the future.”

XIX. RELIEF
A. Preliminary Injunctions – § 283

1. Likelihood of Success on the Merits

a) Three Federal Circuit Judges Disagree With the Federal Circuit Majority on Whether Raising a “substantial question” of Invalidity Should Result in Denial of a Preliminary Injunction [image: image573.png]
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Judge Newman has been particularly critical of the Federal Circuit’s cases holding that a preliminary injunction should not issue if an alleged infringer raises a “substantial question” regarding either infringement or invalidity.  Some cases have explained that a “substantial question” arises when the accused infringer asserts an infringement or invalidity defense that the patentee has not shown lacks substantial merit.

In 2009 in Titan Tire Corp. v. Case New Holland, Inc.,
 the Federal Circuit seemed to have reached a compromise with Judge Newman by explaining that “a finding of a ‘substantial question’ of invalidity is a substantive conclusion by the trial court, a conclusion that the patentee is unlikely to succeed on the merits of the validity issue because the patentee is unable to establish that the alleged infringer's invalidity defense ‘lacks substantial merit’.”

However, in Kimberly-Clark Worldwide, Inc. v. First Quality Baby Products, LLC,
 in a non-precedential case, the “compromise” of Titan Tire appears to have been ignored.  The Federal Circuit reversed the district court’s grant of a preliminary injunction as to three of the four patents-in-suit finding that First Quality had raised a “substantial question” vis-à-vis validity.

In a subsequent precedential order in Kimberly-Clark Worldwide, Inc. v. First Quality Baby Products, LLC,
 denying both panel rehearing and rehearing en banc, Circuit Judge Newman dissented in a dissent joined by Circuit Judges O’Malley and Reyna.  Circuit Judge O’Malley also separately dissented.

The non-precedential panel opinion noted:

This court reviews a decision to grant a preliminary injunction for abuse of discretion. * * * “A plaintiff seeking a preliminary injunction must establish [1] that he is likely to succeed on the merits, [2] that he is likely to suffer irreparable harm in the absence of preliminary relief, [3] that the balance of equities tips in his favor, and [4] that an injunction is in the public interest.” * * * “Although the factors are not applied mechanically, a movant must establish the existence of both of the first two factors to be entitled to a preliminary injunction.” * * *.

“For a patentee to establish that it is likely to succeed on the merits, it ‘must demonstrate that it will likely prove infringement of one or more claims of the patents-in-suit, and that at least one of those same allegedly infringed claims will also likely withstand the validity challenges presented by the accused infringer.’” * * * “A preliminary injunction should not issue if an alleged infringer raises a substantial question regarding either infringement or validity, i.e., the alleged infringer asserts an infringement or invalidity defense that the patentee has not shown lacks substantial merit.” * * * In attempting to prove invalidity when seeking a preliminary injunction, the accused infringer does not face the clear and convincing evidence burden of proof applicable at trial. * * * Instead, “[v]ulnerability is the issue at the preliminary injunction stage, while validity is the issue at trial.” * * *. (emphasis added)

The subject matter of Kimberly-Clark’s four patents-in-suit were training pants.  The Federal Circuit panel concluded that First Quality had shown a “substantial question” regarding the validity of three of the four patents-in-suit.  The Federal Circuit panel accordingly reversed the district court’s grant of a preliminary injunction.

The Federal Circuit subsequently denied Kimberly-Clark’s petitions for panel rehearing and rehearing en banc.  Circuit Judge Newman dissented, joined by Circuit Judges O’Malley and Reyna.

Circuit Judge Newman urged that “[t]he panel’s view of the law governing preliminary injunctions warrants correction, for it is in conflict with the law of the Supreme Court, in conflict with the law of all of the regional circuits, and in conflict with controlling Federal Circuit precedent.”

Circuit Judge O’Malley further dissented urging that “[t]his court has historically approached its review of trial court preliminary injunction rulings in a manner that is inconsistent with the Supreme Court’s directives in eBay, Inc. v. MercExchange, L.L.C., 547 U.S. 388 (2006); Rule 65 of the Federal Rules of Civil Procedure; and the law of all of other regional circuits.”

Judge O’Malley urged that the Federal Circuit had deviated from the norm in three ways: [1] “First, by employing a test which assesses whether a patent is ‘vulnerable’ to a claim of invalidity, or whether the assertion of such a claim is ‘substantially meritless,’ we employ a test which is not the same as the ‘likelihood of success’ test that the rules and governing case law dictate.” [2] “Second, we inevitably ignore or give no real weight to the other factors that Rule 65 tells us to consider, effectively redefining the balancing process normally applied under that rule.” [3] “Third, we give virtually no deference to district court determinations in an area where deference is clearly due.”

Judge O’Malley urged that the question deserved en banc review – albeit from a non-precedential panel opinion.

2. Irreparable Harm

a) Price Erosion, Loss of Goodwill, Damage to Reputation, and Loss of Business Opportunities are All Valid Grounds for Finding Irreparable Harm: The Mere Possibility of Future Monetary Damages Does Not Defeat a Motion for Preliminary Injunction [image: image575.png]



In Celsis In Vitro, Inc. v. CellzDirect, Inc.,
 the Federal Circuit panel majority, over a dissent by Circuit Judge Gajarsa, affirmed a preliminary injunction issued by the Northern District of Illinois.  Judge Gajarsa dissented urging that CellzDirect had raised a substantial question whether the asserted claims would have been obvious and therefore invalid.

Celsis’ patent-in-suit was drawn to methods for preparing multi-cryopreserved hepatocytes (a type of liver cell).  Claim 1 called for:

1. A method of producing a desired preparation of multi-cryopreserved hepatocytes, said hepatocytes, being capable of being frozen and thawed at least two times, and in which greater than 70% of the hepatocytes of said preparation are viable after the final thaw, said method comprising:

(A) subjecting hepatocytes that have been frozen and thawed to density gradient fractionation to separate viable hepatocytes from non-viable hepatocytes,

(B) recovering the separated viable hepatocytes, and

(C) cryopreserving the recovered viable hepatocytes to thereby form said desired preparation of hepatocytes without requiring a density gradient step after thawing the hepatocytes for the second time, wherein the hepatocytes are not plated between the first and second cryopreservations, and wherein greater than 70% of the hepatocytes of said preparation are viable after the final thaw.

Thus, in general terms, the claim called for (1) starting with frozen and then thawed hepatocytes, (2) recovering viable hepatocytes, and (3) freezing the recovered viable hepatocytes.  Celsis sued CellzDirect, Inc. and Invitrogen Corporation, now Life Technologies Corporation (“LTC”).
According to the patent-in-suit, human hepatocytes were useful in evaluating drug candidates, but suffered two problems.  The first was a short lifespan which required awaiting fresh hepatocytes from liver resections or non-transplantable livers, which led to an inconsistent supply.  Freezing did not work well because hepatocytes were fragile and damaged the hepatocytes.
The second was “outlier data” – namely, if a researcher used hepatocytes from only one or two donors, the results may not be representative of a larger group.  Researchers needed a pool of hepatocytes from multiple donors, but because multiple donors at any one time was unlikely, researchers combined frozen hepatocytes with fresh hepatocytes to form a pool.  However, because freezing would re-freeze previously thawed cells, unused cells were discarded.  The patent-in-suit was said to those problems.

After filing suit, Celsis moved for a preliminary injunction.  After some discovery, the district court held a five-day evidentiary hearing after which the district court granted the injunction.

On the issue of likelihood of success on the merits, the district court credited the testimony of Celsis’ expert and concluded that Celsis would likely succeed in proving that LTC’s accused process performed all of the steps required by the asserted claims.

On the issue of obviousness, the district court noted a “vast proliferation of authors and articles dealing with hepatocytes and use of cryopreservation,” but found: “[N]ot a single one of that astonishingly large body of literature was devoted to the subject of multi-cryopreservation of hepatocytes.”  The district court concluded that LTC had not raised a substantial question vis-à-vis obviousness (although Circuit Judge Gajarsa disagreed, and urged that the district court had improperly used a “clear and convincing” standard).

On the issue of irreparable harm, the Federal Circuit panel majority noted that “the simple fact that one could, if pressed, compute a money damages award does not always preclude a finding of irreparable harm. As its name implies, the irreparable harm inquiry seeks to measure harms that no damages payment, however great, could address.”

The district court found that irreparable harm included price erosion, damage to ongoing customer relationships, loss of customer goodwill (e.g., when an effort is later made to restore the original price), and loss of business opportunities.  The Federal Circuit panel majority agreed those were proper factors:  “Price erosion, loss of goodwill, damage to reputation, and loss of business opportunities are all valid grounds for finding irreparable harm. * * * Further, the mere possibility of future monetary damages does not defeat a motion for preliminary injunction.”

3. Balance of Harm

a) Accused Infringer’s Potential Losses Viewed as Resulting From “its own calculated risk in selling a product with knowledge of [plaintiff’s] patent” [image: image576.png]



The background facts in Celsis In Vitro, Inc. v. CellzDirect, Inc.
 are discussed above.  The Federal Circuit panel majority, over a dissent by Circuit Judge Gajarsa, affirmed a preliminary injunction issued by the Northern District of Illinois.  Judge Gajarsa dissented urging that CellzDirect had raised a substantial question whether the asserted claims would have been obvious and therefore invalid.

The district court concluded that the balance of harm weighed in favor of granting a preliminary injunction.  The Federal Circuit panel majority agreed:  “Absent a preliminary injunction, Celsis would lose the value of its patent as well as suffer the irreparable harms opined on by its expert. The losses alleged by LTC upon a preliminary injunction (loss of goodwill and reputation) would also be incurred by Celsis absent a preliminary injunction. Moreover, the record shows that the district court properly considered LTC’s interest in fulfilling its current contract obligations. * * * In fact, the district court allowed LTC to complete some sales. This court sees no clear error in the district court rejecting the LTC witness Mr. Hunkeler’s claims that it would have to shut down operations upon a preliminary injunction. Further, the preliminary record suggests that LTC’s losses were the result of its own calculated risk in selling a product with knowledge of Celsis’ patent.”

4. Public Interest

a) Investment in Drug Research and Development Must be Encouraged and Protected Through Exclusionary Patent Rights [image: image577.png]



The background facts in Celsis In Vitro, Inc. v. CellzDirect, Inc.
 are discussed above.  The Federal Circuit panel majority, over a dissent by Circuit Judge Gajarsa, affirmed a preliminary injunction issued by the Northern District of Illinois.  Judge Gajarsa dissented urging that CellzDirect had raised a substantial question whether the asserted claims would have been obvious and therefore invalid.

The district court found that the public interest was served by granting the preliminary injunction.  The Federal Circuit panel majority agreed:  “The public interest favors the enforcement of Celsis’ patent rights here. * * * Such investment in drug research and development must be encouraged and protected by the exclusionary rights conveyed in valid patents. * * * That incentive would be adversely affected by taking market benefits away from the patentee and giving them to the accused infringer in this case. * * * Though LTC argues that it sells products for drug research and development such that the public interest would disfavor enjoining LTC, both LTC and Celsis sell the same products and are in direct competition. In other words, the public can obtain the products from Celsis. The record shows that the district court has considered and properly addressed the public’s interest in obtaining an adequate supply of pooled multi-cryopreserved hepatocyte products.”

B. Permanent Injunctions - § 283
1. Factors

a) Court Issues Tour de Force Opinion on Factors Used in Determining Whether an Injunction Should Issue [image: image578.png]- oy o> o




In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 Circuit Judge O’Malley authored a tour de force opinion addressing the factors used in determining whether an injunction should issue.  The panel majority reversed the district court’s denial of a permanent injunction with instructions to the district court to enter an appropriate injunction.  Circuit Judge Bryson dissented from the holding that the evidence compelled issuing an injunction – Judge Bryson would have remanded with instructions to the district court to reconsider.  However, Judge Bryson did not appear to disagree with the substance of the panel majority opinion.  This opinion is even more noteworthy in that it is an appeal from a judgment by District Judge Sue Robinson.

The technology involved beam-type windshield wipers that more evenly distributed pressure across the width of the blade than conventional wipers.  Bosch and Pylon competed for business from retailers such as Wal-Mart.

Bosch sued Pylon alleging infringement of four patents.  The district court bifurcated the issues of damages and willfulness from liability.  The district court issued summary judgments on several non-infringement and validity issues, and the remaining issues were tried to a jury.  The jury found that one claim of two of the patents-in-suit was valid and infringed, two claims of another patent-in-suit were infringed, but invalid, and a claim of a third patent-in-suit was invalid.

Pylon moved for a permanent injunction based on the finding of infringement of two valid claims in two of the patents-in-suit.  The district court denied that motion finding that Pylon had not proved irreparable harm.

The district court commented on the difficulty the courts had faced in “struggling to balance the absence of a presumption of irreparable harm with a patentee’s right to exclude,” and observed that some courts had “frequently focused upon the nature of the competition between plaintiff and defendant in the relevant market in the context of evaluating irreparable harm and the adequacy of money damages.”  The district court commented that there was a tendency to issue a permanent injunction (1) “under circumstances in which the plaintiff practices its invention and is a direct market competitor”; and (2) where the plaintiff’s “patented technology is at the core of its business * * *.”

The district court concluded that Bosch had failed to “provide[ ] a clear, summary-level overview of the relevant market” and “a breakdown illuminating [the parties’] relative market percentages.” The district court also commented that “[t]his is not a clear case of a two-supplier market wherein a sale to Pylon necessarily represents the loss of a sale to Bosch” and “wiper blades alone are not at the core of [Bosch’s] business.”

The district court concluded that (1) Bosch had “fail[ed] to define a relevant market”; (2) there were additional competitors; and (3) Bosch’s wiper blade business was not its “core business” in relation to its business as a whole.  The district court accordingly denied the injunction without addressing the other equitable factors for deciding whether an injunction should issue.

On appeal, the Federal Circuit panel majority reversed and remanded with instructions to enter an appropriate injunction, finding that the evidence compelled issuance of an injunction.  In reaching that conclusion, the Federal Circuit panel majority addressed a number of issues central to injunctions, and those issues are addressed separately below.

i. Federal Circuit Has Appellate Jurisdiction From Denial of an Injunction – Carson Factors Only Apply to Orders Having the Effect of Granting or Denying an Injunction [image: image579.png]



In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 Pylon argued that although 28 U.S.C. § 1292(a)(1) provides that “the courts of appeals shall have jurisdiction of appeals” from “[i]nterlocutory orders of the district courts of the United States * * * granting, continuing, modifying, refusing or dissolving injunctions * * *,” Bosch was required to show that the order would have “a serious, perhaps irreparable consequence” and that the order can be “effectually challenged” only “by immediate appeal,” quoting the Supreme Court decisions in Stringfellow v. Concerned Neighbors in Action
 and Carson v. American Brands, Inc.

Bosch argued that those additional hurdles only applied in cases where the district court had not expressly denied an injunction, but had issued an order having the effect of denying an injunction.  The Federal Circuit agreed:

This court has made clear that a party appealing an order that expressly grants or denies a permanent injunction need not also demonstrate that the order will have “a serious, perhaps irreparable consequence” and that “the order can be effectively challenged only by immediate appeal.” * * * When confronted with this issue in [Cross Med. Prods. v. Medtronic Sofamor Danek, Inc., 424 F.3d 1293, 1300 (Fed. Cir. 2005)], we explained that these “Carson requirements” apply only where there is no order specifically granting or denying injunctive relief, but the appellant argues that the appealed order has the effect of granting or denying such relief. * * * We also observed that the “Supreme Court [had] confirmed our reading of Carson as applying only to orders that have ‘the practical effect of granting or denying injunctions [in Gulfstream Aerospace Corp. v. Mayacamas Corp., 485 U.S. 271, 287-288 (1988)].’ ” * * * It is, thus, well-established that, “if the district court’s order expressly grants [or denies] an injunction, the order is appealable under § 1292(a)(1), without regard to whether the appellant is able to demonstrate serious or irreparable consequences.”

ii. Following eBay, Irreparable Harm is Not Presumed From a Finding of Infringement, But Courts Cannot Ignore the Fundamental Patent Property Right to Exclude [image: image580.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority confirmed that after the Supreme Court’s decision in eBay Inc. v. MercExchange, L.L.C.,
 there is no presumption of irreparable harm after a patent is found valid and infringed.  On the other hand, the Federal Circuit panel majority emphasized that courts must nevertheless consider the fundamental patent property right to exclude others from practicing the patented invention.

The Federal Circuit panel majority noted that the Supreme Court in eBay reiterated that a patentee seeking a permanent injunction must show:

(1) that it has suffered an irreparable injury; (2) that remedies available at law, such as monetary damages, are inadequate to compensate for that injury; (3) that, considering the balance of hardships between the plaintiff and the defendant, a remedy in equity is warranted; and (4) that the public interest would not be disserved by a permanent injunction.

Prior to eBay, the Federal Circuit had followed a general rule that a permanent injunction should issue after a finding of infringement unless there was a sound reason for denying an injunction.  The Federal Circuit also applied an express presumption of irreparable harm in the context of preliminary injunctions after a finding that a patentee was likely to succeed on the merits.

The Federal Circuit panel majority noted that the Supreme Court in eBay held that courts must exercise their discretion in accordance with the principles of equity, rather than rely on “broad classifications” and “categorical rule[s].”  However, the Supreme Court had not expressly addressed a presumption of irreparable harm, and according to the Federal Circuit panel majority, subsequent Federal Circuit cases had not clarified whether the presumption remains.

The Federal Circuit panel majority concluded that, following eBay, there could be no presumption of irreparable harm:  “We take this opportunity to put the question to rest and confirm that eBay jettisoned the presumption of irreparable harm as it applies to determining the appropriateness of injunctive relief. In so holding, we join at least two of our sister circuits that have reached the same conclusion as it relates to a similar presumption in copy-right infringement matters.”

However, the Federal Circuit panel majority added:

Although eBay abolishes our general rule that an injunction normally will issue when a patent is found to have been valid and infringed, it does not swing the pendulum in the opposite direction. In other words, even though a successful patent infringement plaintiff can no longer rely on presumptions or other short-cuts to support a request for a permanent injunction, it does not follow that courts should entirely ignore the fundamental nature of patents as property rights granting the owner the right to exclude. * * * Although the Supreme Court disapproved of this court’s absolute reliance on the patentee’s right to exclude as a basis for our prior rule favoring injunctions, that does not mean that the nature of patent rights has no place in the appropriate equitable analysis. * * * While the patentee’s right to exclude alone cannot justify an injunction, it should not be ignored either.

The panel majority concluded “[t]his wisdom is particularly apt in traditional cases, such as this, where the patentee and adjudged infringer both practice the patented technology.”

iii. District Court Committed a Clear Legal Error in its Concluding That the Presence of Additional Competitors, Without More, Cuts Against a Finding of Irreparable Harm: The Absence of a Two-Supplier Market Does Not Cut Against Irreparable Harm [image: image581.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority found that “[t]he [district] court’s first legal error lies in its conclusion that the presence of additional competitors, without more, cuts against a finding of irreparable harm.”
  The district court had relied on the lack of evidence of a two-supplier market in denying the injunction.

The panel majority, quoting Pfizer, Inc. v. Teva Pharms. USA, Inc.,
 explained that “[i]t is well-established that the ‘fact that other infringers may be in the marketplace does not negate irreparable harm.’ ”  The panel majority further explained that “[a]s we explained in Pfizer, a patentee need not sue all infringers at once,” and “[w]ere we to conclude otherwise, we would effectively establish a presumption against irreparable harm whenever the market contains a plurality of players. Under such circumstances, the first infringer sued could always point to the existence of additional competitors. And, perversely, if that infringer were to succeed in defeating an injunction, subsequent adjudged infringers could point to the market presence of the first infringer when opposing a request for an injunction.”

Consequently, the panel majority wrote, “without additional facts showing that the presence of additional competitors renders the infringer’s harm reparable, the absence of a two-supplier market does not weigh against a finding of irreparable harm.”

The panel majority further explained that “[w]hile the existence of a two-player market may well serve as a substantial ground for granting an injunction – e.g., because it creates an inference that an infringing sale amounts to a lost sale for the patentee – the converse is not automatically true, especially where, as here, it is undisputed that the patentee has sought to enforce its rights against other infringers in the market.”
  The evidence was that Bosch had been, and was, pursuing other alleged infringers.

Circuit Judge Bryson dissented urging that the evidence was unclear and the case should be remanded to the district court:  “The majority is correct that it is not enough for the district court simply to conclude that the beam blade market is not a two-competitor market and to deny injunctive relief on that ground. But to the extent the number of competitors and other characteristics of the market affect the impact of Pylon’s sales on Bosch, those issues are important to Bosch’s right to injunctive relief; those intensely factual issues should be given further consideration by the district court.”

iv. District Court Committed a Clear Legal Error in Relying on the “Non-Core” Nature of Bosch’s Wiper Blade Business in Relation to its Business as a Whole [image: image582.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority found that the “[district] court also erred in relying on the ‘non-core’ nature of Bosch’s wiper blade business in relation to its business as a whole.”

The panel majority explained that “[a]s other courts have concluded, the fact that an infringer’s harm affects only a portion of a patentee’s business says nothing about whether that harm can be rectified. * * * Injuries that affect a ‘non-core’ aspect of a patentee’s business are equally capable of being irreparable as ones that affect more significant operations.”

The panel majority acknowledged that some district courts had pointed to the fact that the infringement related to a company’s “core” business.  The panel majority explained that “[t]he trial court’s error in relying on these cases again arises from its conclusion that, if a fact supports the granting of an injunction, its absence likely compels denial of one. That is not the law, however.”

v. Loss of Market Share and Access to Potential Customers, As Well As Infringer’s Inability to Satisfy a Judgment Are Factors in Determining Irreparable Harm [image: image583.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority noted that Bosch had “introduced unrebutted evidence of loss of market share and access to potential customers, as well as Pylon’s inability to satisfy a judgment. * * * In view of the entirety of the record, we are left with the firm conviction that there is no basis on which the district court rationally could have concluded that Bosch failed to demonstrate irreparable harm.”

Both Bosch and Pylon sold through three channels of distribution: (1) mass merchandisers, such as Wal-Mart; (2) automotive specialty retailers; and (3) original equipment manufacturers (“OEMs”).  The Federal Circuit panel majority concluded that it was undisputed that the parties competed in the mass merchandise market.

According to the panel majority, both parties also competed for business in after-market retailers, such as Auto Zone.  Also, Pylon conceded that it sold to at least one OEM, and had attempted to sell to others.

The panel majority further concluded that the record contained evidence that Bosch had suffered irreversible price erosion, loss of market share, loss of customers, and loss of access to potential customers, and Pylon’s inability to satisfy a judgment.
The panel majority found that “the record contains no basis on which the district court rationally could have concluded that Bosch failed to demonstrate irreparable harm or that a remedy other than injunction is sufficient to address its harm.”

vi. A District Court Should Assess Whether a Damage Remedy is a Meaningful One in Light of the Financial Condition of the Infringer Before the Alternative of Money Damages can be Deemed Adequate [image: image584.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority noted that Bosch had introduced evidence of Pylon’s inability to pay resulting damages.  Because the trial had been bifurcated, there had been no discovery vis-à-vis damages, and Bosch’s evidence relied on public sources.  The panel majority noted that such evidence was not overwhelming, and although the burden rested on Bosch, found that Pylon’s failure to submit evidence on its ability to pay any resulting damages was “troublesome.”

The panel majority reasoned that “[t]here is no reason to believe that Pylon will stop infringing, or that the irreparable harms resulting from its infringement will otherwise cease, absent an injunction,” and “the only evidence of record is that Pylon likely will be faced with a substantial damages award for its past infringement and may be unable to pay even that.”  The panel majority concluded that the district court’s failure to consider that evidence was error.

vii. When Considering Balance of Hardships, Relative Size of the Parties is Not a Determining Factor [image: image585.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 Pylon argued that “Bosch is an international conglomerate with a diverse product base,” while “Pylon is a small, domestic corporation that focuses on the manufacture and sale of wiper blades,” in urging that because of the parties’ relative size and business models an injunction would burden Pylon more than the absence of an injunction would harm Bosch.
The Federal Circuit panel majority was not persuaded:  “A party cannot escape an injunction simply because it is smaller than the patentee or because its primary product is an infringing one. * * * On the other hand, requiring Bosch to compete against its own patented invention, with the resultant harms described above, places a substantial hardship on Bosch.”

Circuit Judge Bryson, in dissent, did not fully agree:  “While that may be true so far as it goes, the respective impact of an injunction on the parties is an important equitable consideration, and the impact of the injunction on each party can be significantly affected by their respective size and the nature of their business. That is not to say that the balance of hardships will necessarily favor Pylon, but only that the considerations to which Pylon points are legitimate factors bearing on the balance of hardships. It is the district court, not this court, that should consider those factors and weigh them in the overall equitable balance.”

The panel majority concluded that the third factor, balance of hardships, favored issuance of an injunction.

viii. “Public Interest” – Patentee’s Right to Exclude and Infringer’s Right to Compete May Render Factor Neutral [image: image586.png]-
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In Robert Bosch LLC v. Pylon Manufacturing Corp.,
 the Federal Circuit panel majority concluded that the “public interest” factor was neutral:  “Although Bosch also cites its right to exclude and Pylon relies on its right to compete generally, neither party offers specific arguments as to why, in this case, the public interest would be served or disserved by an injunction.”

C. Actual Damages Under § 284

1. Adequate to Compensate for the Infringement

Under 35 U.S.C. § 284:

Upon finding for the claimant the court shall award the claimant damages adequate to compensate for the infringement, but in no event less than a reasonable royalty for use made of the invention by the infringer * * *.

A “reasonable royalty” is thus the minimum a court may award as damages.
  Above that, though, a patent owner is entitled to recover compensatory damages due to the infringement.  
2. Reasonable Royalty Damages

a) Reasonable Royalty Damages vs. Lost Profit Damages

i. “Reasonable Royalty” Damages May Exceed Patentee’s Anticipated Profits [image: image587.png]



In Golight, Inc. v. Wal-Mart Stores, Inc.,
 the Federal Circuit held that “[t]here is no rule that a royalty be no higher than the infringer's net profit margin.”

In Powell v. Home Depot U.S.A., Inc.,
 Home Depot urged that Powell should not be able to recover more than his expected profits from selling the subject saw guard units to Home Depot as a reasonable royalty.  The Federal Circuit disagreed, concluding that “[w]hile either the infringer’s or the patentee’s profit expectation may be considered in the overall reasonable royalty analysis, * * * neither is an absolute limit to the amount of the reasonable royalty that may be awarded upon a reasoned hypothetical negotiation analysis under the Georgia-Pacific factors.”

In Powell, the Federal Circuit affirmed a finding of willful infringement, a damage award of $ 15 million, enhanced damages of $ 3 million, and an award of $ 2.8 million in attorney fees, in a total amount of roughly $ 23.9 million, including pre-judgment interest.  The Federal Circuit also affirmed the district court’s conclusion that Powell’s patent-in-suit was not unenforceable for inequitable conduct.  The issue of damages will be addressed here.

Powell, for a number of years, served as Home Depot’s point-of-contact for the installation and repair of radial arm saws used to in Home Depot stores to cut lumber to a customer’s requirements.  In 2002 and ’03, Home Depot noted that its employees were suffering an increasing number of injuries while operating the radial saws.  Home Depot’s corporate officers considered whether to modify the saws to prevent further injuries, or to remove the saws from the stores.  Home Depot decided that removing the saws from the stores may result in a loss of business to competitors that continued to provide that service.  Thus, Home Depot turned to Powell for a solution.

Powell, recognizing that removing the saws from Home Depot stores would result in a loss of his business, set out to develop saw guard.  Power presented a prototype saw guide to Home Depot in July 2004, and Home Depot ordered eight production units for testing.  Those saw guards were installed in Home Depot stores by August 2004, and Powell filed a patent application on the guards.  An example of the guard is illustrated below:

[image: image588.emf]
Powell was unaware, however, that at the time his saw guards were being installed, Home Depot had contacted another company, Industriaplex, to view and build copies of Powell’s saw guard at a price less than the $ 2,000 Powell charged for the prototype units.  Eventually, Home Depot ordered 2000 saw guards from Industriaplex for approximately $ 1,295 per unit.

Powell and Home Depot continued to negotiate, but could not reach an agreement.  Home Depot was offering $ 1,200 per unit, including installation.  Powell’s patent issued in 2006, and he sued Home Depot for infringement in 2007.

A jury found that Home Depot had willfully infringed Powell’s patent, and awarded the damages noted above.  

Home Depot argued that Powell should not be able to recover more than his expected profits from selling the subject saw guard units to Home Depot as a reasonable royalty.  The Federal Circuit disagreed for two reasons.

The first was that the date of the hypothetical negotiations occurred after the date of Powell’s estimate of potential profits.  In 2004, prior to receiving the patent, if Powell had successfully negotiated a deal with Home Depot, his estimated profits from building and installing saw guards in each of Home Depot’s stores was $ 2,180 per unit.  However, at the time infringement had begun, the Federal Circuit reasoned, “Home Depot had the luxury of nearly two additional years after its initial negotiation with Mr. Powell to observe the effectiveness of the saw guard solution created by Industriaplex, which was based on his design. Thus, we are not persuaded that Mr. Powell’s expected profit of $2,180 per unit in 2004 is a reliable approximation of the upper limit that the parties would have reached during a hypothetical negotiation in May 2006.”

Secondly, the Federal Circuit reasoned that “it is settled law that an infringer’s net profit margin is not the ceiling by which a reasonable royalty is capped. * * * It is equally appropriate to impose that rule when, as here, the infringer argues that the patentee’s profit expectation must be a cap on the reasonable royalty that the patentee may receive. While either the infringer’s or the patentee’s profit expectation may be considered in the overall reasonable royalty analysis, * * * neither is an absolute limit to the amount of the reasonable royalty that may be awarded upon a reasoned hypothetical negotiation analysis under the Georgia-Pacific factors.”

The Federal Circuit concluded that the damage award was based on substantial evidence.

D. Enhanced Damages – § 284

1. Willful Infringement

a) In Seagate, the Federal Circuit Held That Failure to Exercise Due Care by Obtaining an Opinion of Counsel Before Commencing Infringing Activity Was Not Itself Probative of Willful Infringement – There Must Be “Objective Recklessness” Before the Failure to Obtain an Opinion of Counsel Can Establish Willfulness: The Federal Circuit Did Not Hold That After Willful Infringement is Established, It Is Improper to Consider Whether the Infringer Exercised Adequate Investigation of Any Adverse Patents: Per i4i v. Microsoft, the Test For Willfulness is Distinct From the Factors Guiding the District Court Regarding Enhanced Damages: For Purposes of Enhanced Damages, The Failure to Obtain an Opinion of Counsel or Otherwise Investigate the “Patent Situation” Can Be Considered as Part of the Totality of the Circumstances: The Factors in Read Corp. v. Portec, Inc. Continue to Determine Whether – and by How Much – Damages Should be Enhanced: One Factor is Whether the Defendant Properly Investigated the Scope of the Patent [image: image589.png]
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In Spectralytics, Inc. v. Cordis Corp.,
 the Federal Circuit affirmed the district court’s denial of Cordis’ post-trial motion for JMOL on the issue of obviousness (thus affirming a jury’s verdict that the patent-in-suit had not been proved invalid), but vacated and remanded the district court’s denial of enhanced damages and attorney’s fees.  The Federal Circuit concluded that the district court had “applied our decision in In re Seagate Technology, LLC, 497 F.3d 1360 (Fed. Cir. 2007) (en banc), in a more rigorous manner than is appropriate,”
 and remanded for consideration of the factors listed in Read Corp. v. Portec, Inc., 970 F.2d 816 (Fed. Cir. 1992) for enhanced damages.

Spectralytics manufactured medical devices, including coronary stents.  Norman Noble, a co-defendant, manufactured coronary stents and sold those to Cordis under an exclusive supply contract.

Lasers were used to cut the “lace-like” patterns of coronary stents.  Various machines had been used, but as cardiac surgeons sought ever more complex patterns, manufacturing techniques changed to accommodate the need for extreme accuracy.  

Previously, two other stent producers, LPL Systems and RMS laser, had adapted a “Swiss-style” laser for cutting stents.  In that machine, a workpiece fixture held the workpiece.  The workpiece fixture and the laser were mounted in a manner to suppress movement and vibration.  Although that machine produced improved stents, it still did not produce the degree of accuracy desired by surgeons.

Spectralytics improved on the machine by starting with a Swiss-style machine, but changed the structure.  Rather than trying to suppress vibration, the Spectralytics machine mounted the workpiece fixture directly on the laser cutting head which essentially eliminated relative movement between the workpiece fixture and the laser cutting tool.  If there was vibration, the laser tool and workpiece fixture moved together.  One embodiment was illustrated in Fig. 2 (which does not appear in the court’s opinion):
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Claim 1 was deemed representative:

1. An apparatus for manufacturing a hollow, generally tubular workpiece having a pattern cut around the circumference and along the length thereof, which comprises:

(a) a laser cutting tool, the laser cutting tool having means for generating a la-ser beam used as a cutting implement; and

(b) a workpiece fixture rigidly carried on the cutting tool in a fixed spatial arrangement during use of the fixture, the fixture having a cantilever support for supporting a piece of stock tubing beneath the laser cutting tool in a cantilever manner with the cantilever support being located on just one side of the laser beam with the tubing extending from the cantilever support past the laser beam and the tubing being unsupported on the other side of the laser beam, and wherein the workpiece fixture comprises:

(i) a fixture body secured to the cutting tool; and

(ii) a generally horizontal bushing carried on the fixture body and extending beneath the cutting tool, the bushing having a central bore which is sized to be slightly greater than an outside diameter of the stock tubing.

The Federal Circuit noted the following suggesting that there was evidence of copying.  The Federal Circuit noted that both Spectralytics and Norman Noble hoped to secure Cordis as a customer.  According to the court, “[i]n April of 1995 Spectralytics hired a sales representative named Jack Lundeen, who stated that he had close connections with key Cordis executives. Unbeknownst to Spectralytics, two months later, in June of 1995, Lundeen was also hired by Norman Noble.”

Spectralytics had its machine designed, constructed and tested by early August 1995.  Spectralytics and Norman Noble entered into a confidentiality agreement for the purpose of discussing a possible business arrangement.  According to the court, “On August 24, 1995 Larry and Scott Noble traveled to the Spectralytics plant in Minneapolis, for the stated purpose of learning about Spectralytics’ laser stent-cutting technology. Spectralytics’ president, Gary Oberg, testified that he gave the Nobles a tour of the shop floor. Mr. Oberg testified that he did not recall all details of the visit, after ten years, but that Spectralytics’ new laser cutting machine was on the shop floor, and there was no reason he would not have shown the machine to the Nobles when they toured the shop.”

Norman Noble subsequently built a Swiss-type machine that had the workpiece fixture carried on the laser cutting tool.  That machine was able to produce stents that were significantly improved over prior Norman Noble stents.  Cordis and Norman Noble then entered into an exclusive supply contract under which Cordis agreed to indemnify Noble against any charges of patent infringement.

Spectralytics filed suit against Cordis and Noble in 2005.  A jury concluded that the patent-in-suit was not invalid, and had been willfully infringed.  The jury awarded reasonable royalty damages at a royalty rate of 5 percent based on the sales from Noble to Cordis.  The district court also issued a permanent injunction, and pre- and post-judgment interest.  The district court denied the defendants’ motions for a new trial and for JMOL, or for remittitur.  The district court also, however, denied Spectralytics motion for enhanced damages and attorneys’ fees based on the jury verdict of willful infringement.

On the issue of enhanced damages for willful infringement, the Federal Circuit noted that “the district court applied our decision in In re Seagate Technology, LLC, 497 F.3d 1360 (Fed. Cir. 2007) (en banc), in a more rigorous manner than is appropriate, as has been elaborated in intervening decisions.”
 
The Federal Circuit further noted that “[t]he district court also applied the Seagate criteria for determining whether infringement is willful, to the separate determination of whether to enhance damages after willful infringement is found. Recent precedent has clarified that the factors relevant to these determinations are not coextensive.”

The Federal Circuit first explained that “[i]n Seagate this court held that failure to exercise due care by obtaining an exculpatory opinion of counsel before commencing infringing activity is not of itself probative of willful infringement; the court held that there must be ‘objective recklessness,’ before failure to obtain an exculpatory opinion of counsel can establish willful infringement.”

However, the Federal Circuit added, “the court did not hold that after willful infringement is established, it is improper to consider whether the infringer exercised adequate investigation of any adverse patents.”

According to the Federal Circuit, that distinction was “clarified” in i4i Limited Partnership v. Microsoft Corp.
 in which the court explained that “the test for willfulness is distinct and separate from the factors guiding a district court’s discretion regarding enhanced damages.”

The Federal Circuit further explained that “[p]recedent has also clarified that the failure to obtain an opinion of counsel or otherwise investigate the patent situation can be considered, in the totality of the circumstances. * * * In i4i this court sustained the district court’s enhancement of damages, because ‘Microsoft was aware of i4i’s patent, never formed a good faith belief of noninfringement, and clearly intended to add a custom XML editor in Word with similar capabilities to i4i’s patented products.’ * * * Although Microsoft had presented the same argument as here offered, viz. that Seagate abrogated the duty to investigate previously placed upon those with knowledge of an adverse patent, this court held that the district court could and should consider whether infringement had been investigated, explaining: ‘Although a finding of willfulness is a prerequisite for enhancing damages under § 284, the standard for deciding whether – and by how much – to enhance damages is set forth in Read, not Seagate . * * * Under the Read factors, the district court properly considered * * * whether Microsoft investigated the scope of the patent.’ ”

The Federal Circuit noted that in Read Corp. v. Portec, Inc.,
 the Federal Circuit had identified factors that may be relevant to determination of whether damages should be enhanced, namely: “(1)whether the infringer deliberately copied the ideas or design of another; (2) whether the infringer, when he knew of the other’s patent, investigated the patent and formed a good faith belief that it was invalid or that it was not infringed; (3) the infringer’s behavior in the litigation; (4) the infringer’s size and financial condition; (5) the closeness of the case; (6) the duration of the misconduct; (7) the remedial action by the infringer; (8) the infringer’s motivation for harm; and (9) whether the infringer attempted to conceal its misconduct.”

According to the Federal Circuit, “although the district court was correct in holding that a finding of willful infringement may not warrant enhancement of damages, nonetheless, after willful infringement is found, it is inappropriate to discount evidence relating to whether there was adequate investigation of adverse patent rights. That is only one of the Read factors, but Seagate did not hold that it should be ignored.”

Further according to the court, “Seagate removed the presumption of willful infringement flowing from an infringer’s failure to exercise due care to avoid infringement, but Seagate did not change the application of the Read factors with respect to enhancement of damages when willful infringement under § 285 is found. We thus vacate the district court’s denial of enhanced damages, and remand to the district court to redetermine whether enhanced damages are warranted under the guidance of Read, * * * that the ‘paramount determination in deciding to grant enhancement and the amount thereof is the egregiousness of the defendant’s conduct based on all the facts and circumstances.’ ”

With respect to attorney’s fees, the Federal Circuit wrote that “[a]lthough an attorney fee award is not mandatory when willful infringement has been found, precedent establishes that the court should explain its decision not to award attorney fees.”

Here, according to the Federal Circuit, the district court had not separately analyzed the attorney’s fees issue.  The Federal Circuit noted that “[i]ndeed, similar considerations may be relevant to both enhanced damages and attorney fees. * * * However, the situations in which § 284 and § 285 may be invoked are not identical. For example, attorney misconduct or other aggravation of the litigation process may weigh heavily with respect to attorney fees, but not for enhancement of damages.”

Comment:  The second Read factor is “(2) whether the infringer, when he knew of the other’s patent, investigated the patent and formed a good faith belief that it was invalid or that it was not infringed.”  If that remains a factor for enhanced damages and an award of attorney’s fees, does that not undercut and virtually eliminate at least one of the underlying rationales of Seagate, namely to preclude arguments over the disclosure of attorney opinions – and presumptions arising therefrom?
b) “Objective Prong:” “a patentee must show by clear and convincing evidence that the infringer acted despite an objectively high likelihood that its actions constituted infringement of a valid patent.”
“Subjective Prong: “‘the patentee must also demonstrate that this objectively-defined risk (determined by the record developed in the infringement proceeding) was either known or so obvious that it should have been known to the accused infringer.”
“Objective Prong” May Involve Questions of Law or Questions of Fact: Court Decides Questions of Law, Jury Decides Questions of Fact: Court May Decide Objective Prong After Jury Decides Subjective Prong [image: image593.png]



In Powell v. Home Depot U.S.A., Inc.,
 the Federal Circuit affirmed a finding of willful infringement, a damage award of $ 15 million, enhanced damages of $ 3 million, and an award of $ 2.8 million in attorney fees, in a total amount of roughly $ 23.9 million, including pre-judgment interest.  The Federal Circuit also affirmed the district court’s conclusion that Powell’s patent-in-suit was not unenforceable for inequitable conduct.  The issue of willful infringement will be addressed here.

Powell, for a number of years, served as Home Depot’s point-of-contact for the installation and repair of radial arm saws used in Home Depot stores to cut lumber to a customer’s requirements.  In 2002 and ’03, Home Depot noted that its employees were suffering an increasing number of injuries while operating the radial saws.  Home Depot’s corporate officers considered whether to modify the saws to prevent further injuries, or to remove the saws from the stores.  Home Depot decided that removing the saws from the stores may result in a loss of business to competitors that continued to provide that service.  Thus, Home Depot turned to Powell for a solution.

Powell, recognizing that removing the saws from Home Depot stores would result in a loss of his business, set out to develop saw guard.  Power presented a prototype saw guide to Home Depot in July 2004, and Home Depot ordered eight production units for testing.  Those saw guards were installed in Home Depot stores by August 2004, and Powell filed a patent application on the guards.  An example of the guard is illustrated below:

[image: image594.emf]
Powell was unaware, however, that at the time his saw guards were being installed, Home Depot had contacted another company, Industriaplex, to view and build copies of Powell’s saw guard at a price less than the $ 2,000 Powell charged for the prototype units.  Eventually, Home Depot ordered 2000 saw guards from Industriaplex for approximately $ 1,295 per unit.

Powell and Home Depot continued to negotiate, but could not reach an agreement.  Home Depot was offering $ 1,200 per unit, including installation.  Powell’s patent issued in 2006, and he sued Home Depot for infringement in 2007.

A jury found that Home Depot had willfully infringed Powell’s patent, and awarded the damages noted above.  

The Federal Circuit noted, in affirming the finding of willful infringement, that “[u]nder In re Seagate Technology, LLC, 497 F.3d 1360 (Fed. Cir. 2007), a willful infringement determination requires a two-pronged analysis entailing separate objective and subjective inquiries. As to the former, ‘a patentee must show by clear and convincing evidence that the infringer acted despite an objectively high likelihood that its actions constituted infringement of a valid patent. * * * The state of mind of the accused infringer is not relevant to this objective inquiry.’ * * * As to the latter, if the former is satisfied, ‘the patentee must also demonstrate that this objectively-defined risk (determined by the record developed in the infringement proceeding) was either known or so obvious that it should have been known to the accused infringer.’ ”

Home Depot argued that it did not willfully infringe because its actions did not satisfy the objective prong of the analysis.  Home Depot urged that the district court’s denial of Powell’s request for a preliminary injunction and the closeness of the inequitable conduct claim indicated that there was not an objectively high likelihood of infringement.

Powell urged that Home Depot’s only argument vis-à-vis the objective reasonableness of its non-liability positions was not presented to the jury, and the jury’s verdict was supported by the substantial evidence that was presented.  Powell further urged that the objective prong was a fact issue reserved for the jury.  Here, the district court had initially issued constructions for several claim terms, which it later changed.  Powell urged that Home Depot should have contended before the district court that the jury should hear the district court’s initial claim constructions, and the issues vis-à-vis inequitable conduct.

The parties therefore disagreed whether the jury was the sole arbiter of the objective prong, and on the type of evidence that may be presented to a jury vis-à-vis willful infringement.

The Federal Circuit explained that “[s]ince Seagate, this court has required patentees to prove the objective prong of the willful infringement inquiry by clear and convincing evidence as a predicate to the jury’s consideration of the subjective prong.”
  

The Federal Circuit further explained that whether evidence must be presented to the jury on the objective prong depends on whether the underlying contention is a question of law for the court, or a question of fact for the jury.  The Federal Circuit explained that “[u]nder the objective prong, the answer to whether an accused infringer’s reliance on a particular issue or defense is reasonable is a question for the court when the resolution of that particular issue or defense is a matter of law. * * * Should the court determine that the infringer’s reliance on a defense was not objectively reckless, it cannot send the question of willfulness to the jury, since proving the objective prong is a predicate to consideration of the subjective prong. * * * .”

The Federal Circuit further explained that “[w]hen the resolution of a particular issue or defense is a factual matter, however, whether reliance on that issue or defense was reasonable under the objective prong is properly considered by the jury.*** In circumstances, then, where separate issues of fact and law are presented by an alleged infringer as defenses to willful infringement, the objective recklessness inquiry may require analysis by both the court and the jury.”

The Federal Circuit reasoned that “[f]or instance, in this case, certain components of the case were before the jury, while others were not. The court decided issues of claim construction and inequitable conduct, neither of which was before the jury. Thus, while the jury was in a position to consider how the infringement case weighed in the objective prong analysis, on other components—such as claim construction—the objective prong question was properly considered by the court.”

In this instance, the Federal Circuit noted, denial of a preliminary injunction and inequitable conduct were both questions of law.  The Federal Circuit explained that the district court had properly considered both issues in analyzing whether the patentee had proved the objective prong of the willful infringement inquiry. 

The Federal Circuit agreed with the district court that the objective prong had been met:  “The court’s preliminary injunction denial was premised on a claim construction determination that the court ultimately abandoned or modified after the trial commenced. Thus, we are not persuaded by the strength of Home Depot’s non-liability positions based on the preliminary injunction denial. Likewise, we reach the same conclusion regarding the effect of Home Depot’s inequitable conduct argument on the objective prong of the willful infringement determination. After Therasense, Mr. Powell’s conduct, in failing to update his Petition to Make Special, is not but-for material or affirmative egregious misconduct.”

Here, the jury had found willful infringement before the district court had ruled on inequitable conduct.  The Federal Circuit explained that “certain issues that affect resolution of the objective prong inquiry, such as unenforceability, may be tried after the jury has considered the subjective prong in the infringement proceeding. * * * In those circum-stances, it is proper for the district court to reconsider the ultimate resolution of willful infringement upon a renewed motion for judgment as a matter of law.”

E. Reasonable Attorney’s Fees — § 285

1. Sanctions May be Awarded Against the Patentee Only if the Litigation is (1) Brought in Subjective Bad Faith, and (2) Is Objectively Baseless: That is the Same Standard as the “objective recklessness” Standard For Determining Willful Infringement Under Seagate [image: image595.png]
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In Old Reliable Wholesale, Inc. v. Cornell Corp.,
 the Federal Circuit reversed the district court’s award of attorney’s to the prevailing defendant.  The Federal Circuit reminded the bar that the “objectively baseless” standard was a high standard.

Old Reliable’s patent-in-suit was drawn to insulated roof board.  Cornell produced several different insulated roofing products, including a Vent-Top ThermaCal 1 (“VT-1”), and a Vent-Top ThermaCal 2 (“VT-2”).

Old Reliable accused the VT-1 product as infringing several claims of its patent-in-suit.  Cornell urged that the patent was invalid, inter alia, because the asserted claims were anticipated by its VT-2 product which had been on sale before the critical date of the patent-in-suit.  Cornel also asserted that the claims were invalid as being anticipated or rendered obvious by other prior art references, including Air-Flo insulated roofing panels manufactured by Branch River Foam Plastics, Inc. (“Branch River”).

Old Reliable argued that the VT-2 product did not anticipate the asserted claims because it did not teach certain structural limitations.  In 2007, however, Cornell deposed Anthony Crookston, Jr., Old Reliable’s founder and the named inventor on the patent-in-suit. Crookston testified that the Inventsaboard (the commercial embodiment of the patent-in-suit ), the VT-1 (the accused product) and the VT-2 (the product alleged to anticipate) did “[e]xactly the same thing.” 

Cornell also produced literature indicating that the Branch River Air-Flo product anticipated the asserted claims.  In 2008, Old Reliable’s expert acknowledged that given certain manufacturing requirements, the Air-Flo product would have been “identical” to the claimed invention.  A Branch River employee testified that the Air-Flo product had been placed on sale prior to the critical date of the patent-in-suit.

In 2009, the district court granted Cornell’s motion for summary judgment of invalidity concluding that the VT-2 product anticipated the asserted claims.  The district court further held that the claims were anticipated by the Air-Flo product.  The district court further held that the asserted claims were invalid as having been obvious in view of the VT-2 and Air-Flo products.

In an earlier appeal, the Federal Circuit affirmed with opinion under Fed. Cir. R. 36.

Cornell subsequently filed a motion for an award of attorney’s fees under § 285.  The district court granted the motion awarding Cornell attorney fees and related expenses of $ 183,517.11.  The district court further awarded Cornell its costs of $ 13,111.53 under 28 U.S.C. § 1920.  The district court held that the case was exceptional, but that Cornell was only entitled to its attorney’s fees following the Crookston deposition.  The district court held that Old Reliable could have had some basis for its contention that the VT-2 product did not anticipate the asserted claims before that deposition, but the case became exceptional when Crookston conceded that the VT-2 product “did the same thing” as the claimed invention.

Additionally, in 2008, the PTO granted Cornell’s request for ex parte reexamination of the patent-in-suit.  In 2010, after the Federal Circuit had affirmed the district court’s holding of invalidity and after the district court had awarded Cornell it’s attorney’s fees, the PTO issued a notice of intent to issue an ex parte reexamination certificate confirming the patentability of all claims of the patent-in-suit.  The PTO later withdrew that notice noting that the Federal Circuit had previously affirmed the finding of invalidity.

The Federal Circuit reversed the award of attorney’s fees.  The Federal Circuit noted that “[a]bsent misconduct in conduct of the litigation or in securing the patent, sanctions may be imposed against the patentee only if both (1) the litigation is brought in subjective bad faith, and (2) the litigation is objectively baseless.”
  The Federal Circuit explained that “[t]he standard for establishing that a claim is ‘objectively baseless’ under section 285 ‘is identical to the objective recklessness standard for enhanced damages and attorneys’ fees against an accused infringer for § 284 willful infringement actions under In re Seagate Technology, LLC, 497 F.3d 1360 (Fed. Cir. 2007) (en banc).’ ”

The Federal Circuit explained that “ ‘objective baselessness’ depends not on the state of mind of the party against whom fees are sought, * * * but instead on ‘an objective assessment of the merits’ of the challenged claims and defenses. * * * Unless an argument or claim asserted in the course of litigation is ‘so unreasonable that no reasonable litigant could believe it would succeed,’ it cannot be deemed objectively baseless for purposes of awarding attorney fees under section 285.”

The Federal Circuit concluded that although Old Reliable’s validity arguments, both before and after the Crookston deposition, were unsuccessful, the “exacting standard” for showing that a case is exceptional under § 285 had not been met.  The Federal Circuit concluded that Old Reliable had reasonable grounds for urging that the VT-2 product did not anticipate the asserted claims.  The Federal Circuit further concluded that Old Reliable had a reasonable basis for its contention that the Air-Flo product did not anticipate.  The Federal Circuit lastly relied on the PTO’s issuance of the notice of intent to issue an ex parte reexamination certificate confirming the patentability of all claims in the patent-in-suit, despite that the notice had issued after the district court’s award.

2. (a) Case May Be Exceptional Where Patentee’s Proposed Claim Construction is Unreasonable in Light of Prosecution History and Patentee Submits Unreliable Expert Testimony Excluded Under Daubert: 

(b) Continuing Litigation After An Adverse Claim Construction Ruling May Render Case “Exceptional”: 

(c) Litigation Misconduct May Be Found Based on (i) Misrepresenting the Law of Claim Construction and Misrepresenting the District Court’s Construction, and (ii) Introducing Unreliable Expert Witness Testimony

(d) Expert Witness Fees May be Recoverable Outside § 285 If Necessary to Rebut “Junk Science” Testimony by Opposing Expert[image: image597.png]-
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In MarcTec, LLC v. Johnson & Johnson,
 the Federal Circuit affirmed an award of $ 3,873,865.01 for attorneys fees and expenses, and $ 809,788.02 for expert witness fees and expenses, to the defendant, concluding that the suit had been brought in subjective bad faith; and was objectively baseless.  The patentee had pursued a proposed claim construction that was contrary to statements and amendments during prosecution, and introduced expert testimony that was deemed unreliable (and which was excluded under Daubert v. Merrill Dow Pharms. Inc.,
 and Rule 702, Federal Rules of Evidence.
The Federal Circuit explained that “[a] district court has discretion to award reasonable attorney fees to a prevailing party in a patent case if the court determines that the case is ‘exceptional’ [under § 285]. This discretion is not unbridled, however. * * * Given the ‘substantial economic and reputational impact’ of an award of attorney fees, we must carefully examine the record to determine whether the trial court clearly erred in finding the case exceptional.”

The Federal Circuit further explained that “[w]hen deciding whether to award attorney fees under § 285, a district court engages in a two-step inquiry. First, the court must determine whether the prevailing party has proved by clear and convincing evidence that the case is exceptional. * * * If the district court finds that the case is exceptional, it must then determine whether an award of attorney fees is justified. * * * ”

The Federal Circuit noted that “[a] case may be deemed exceptional under § 285 where there has been ‘willful infringement, fraud or inequitable conduct in procuring the patent, misconduct during litigation, vexatious or unjustified litigation, conduct that violates Federal Rule of Civil Procedure 11, or like infractions.’ * * *.”

In the case of an alleged infringer seeking a recovery of attorney’s fees, the factors are different.  “Where, as here, the alleged infringer prevails in the underlying action, factors relevant to determining whether a case is exceptional include ‘the closeness of the question, pre-filing investigation and discussions with the defendant, and litigation behavior.’ * * * Where a patentee ‘prolongs litigation in bad faith, an exceptional finding may be warranted.’ ”

Where an alleged infringer is seeking recovery of attorney’s fees, the Federal Circuit admonished that “[a]bsent litigation misconduct or misconduct in securing the patent, a district court can award attorney fees under § 285 only if the litigation is both: (1) brought in subjective bad faith; and (2) objectively baseless. * * * Under this standard, a patentee’s case ‘must have no objective foundation, and the plaintiff must actually know this.’ * * * Whether a case is objectively baseless requires an ‘objective assessment of the merits.’ ”

The district court had made the following findings (the basis for those findings is discussed further below):

“Dr. Bonutti [the inventor] amended his claims during patent prosecution to make clear that his invention required the application of heat to a heat-bondable material . . . Documents produced to MarcTec in discovery show that Cypher’s [the accused product] polymer/drug coating is applied and adheres at room temperature without the use of heat.” * * *
“With Dr. Bonutti having represented to the PTO that the claims exclude stents in order to obtain allowance, MarcTec cannot turn around in litigation and assert the patents-in-suit against the Cypher stent.” * * *
“[E]ven after MarcTec had documentary evidence establishing that heat-bonding – which Dr. Bonutti told the Patent Office is required – is not used in the Cypher manufacturing process and Cordis moved for summary judgment on that ground, MarcTec pursued its frivolous action by relying on mischaracterizations of the claim construction adopted by this Court and expert testimony that did not meet the requirements for scientific reliability or relevance required by FRE 702 and Daubert.” * * *

The Federal Circuit concluded that “[e]ach of these findings supports the conclusion that MarcTec subjectively knew that it had no basis for asserting infringement and therefore pursued this litigation in bad faith.”

MarcTec, LLC was Dr. Bonutti’s, the inventor’s, research company, and held assignments to the two patents-in-suit.  MarTec sued Johnson & Johnson and Cordis Corporation (referred collectively in the opinion as “Cordis”).  

The accused product was Cordis’ Cypher stent – a balloon expandable drug-eluting stent that used technology invented by Dr. Palmaz.  The drug/polymer coating on the Cypher stent was sprayed onto the stent at room temperature and bonded to the stent at room temperature – rather than the application of heat.

During prosecution, Dr. Bonutti had argued and distinguished his claims over the same technology.  Specifically, during prosecution of the applications maturing into the patents-in-suit, the PTO had rejected Dr. Bonutti’s claims over a patent issued to Dr. Palmaz, characterized by the district court as “the inventor of the balloon-expandable stent.”
Dr. Bonutti argued in response that the Palmaz patent taught “an absorbable polymer coating placed upon wall surfaces of tubular shaped members.”  Dr. Bonutti characterized his invention as an “implant includes a heat bondable material which is bonded to an implant by the application of heat.”  Dr. Bonutti amended his claims to provide that the material bonded to the implant “is non-flowable and non-adherent at room temperature and becomes flowable, tacky, and adherent upon the application of heat.”

Dr. Bonutti also distinguished the Palmaz patent saying that patent disclosed “an expandable intraluminal vascular graft, or expandable prosthesis for a body passageway * * *. Applicants, on the other hand, disclose, inter alia, an assembly for use in surgical applications in humans.”  The district court during claim construction construed that distinction as a representation that Dr. Bonutti’s invention did not include “intraluminal grafts” (i.e., stents).

Claim 1 of one of the patents-in-suit called for:

A surgical device for implantation in a body comprising: an implant, at least a portion of which is expandable; and a polymeric material bonded to the implant, wherein the polymeric material is thermoplastic, includes a therapeutic agent, is non-flowable and non-adherent at room temperature, and becomes flowable, tacky, and adherent upon the application of heat. (emphasis added)

Claim 1 of the other patent-in-suit was similar.

During claim construction, MarcTec told the district court that no construction of the disputed terms was necessary because each had a plain and ordinary meaning, and that the district court should focus on the claim language and only look to the specification if there was an ambiguity.

The district court, however, considered the language of the claims, the specification, and the prosecution history, and rejected MarcTec’s efforts to minimize the specification, noting that under Phillips v. AWH Corp.,
 the specification “is the single best guide to the meaning of a disputed term.”  The district court construed “bonded” to mean “bonded by the application of heat, noting that was the only form of bonding disclosed in the specification, and that Dr. Bonutti had limited his claims during prosecution to heat bonding to avoid the Palmaz patent.  The district court further found that Dr. Bonutti had “disclaimed stents during prosecution in order to obtain allowance.”
Cordis moved for summary judgment of non-infringement asserting that: (1) the patents-in-suit required heat to bond a polymeric material to an implant, however the drug/polymer coating on the Cypher stent adhered at room temperature; and (2) it was undisputed that the Cypher device was a stent, not a surgical device.

In response, MarcTec offered expert testimony that spraying a drug/polymer coating onto the Cypher stent at nearly the speed of sound would cause an increase in temperature such that the coating on the Cypher stent was, in fact, bonded by heat.  The district court rejected MarcTec’s proffered expert testimony, commenting:

Dr. Sojka’s theory that spraying droplets at an unrealistic speed, approaching the speed of sound (and unrelated to anything that happens in the Cypher coating process) would increase the temperature of the droplets – in ways that cannot be measured – for 5 millionths of a second (0.000005 seconds) is an untested and untestable theory that is neither reliable nor relevant to the issues at hand.
The district court excluded Dr. Sojka’s testimony under Daubert and Rule 702 Federal Rules of Evidence.
The district court granted summary judgment of non-infringement to Cordis.  The district court rejected MarcTec’s argument that the use of heat at an earlier stage of the Cypher manufacturing process could satisfy the heat bonding limitations, and rejected MarcTec’s argument that nothing in the specification or the prosecution history precluded coverage of stents.

In a prior appeal,
 the Federal Circuit affirmed the grant of summary judgment in a non-precedential opinion.  The Federal Circuit affirmed based on the construction of “bonded” and did not reach the question of whether the claims could cover a stent.  During that appeal, the Federal Circuit rejected MarcTec’s claim differentiation argument, and found that prosecution history estoppel prevented MarcTec from asserting a claim scope that included bonding without the application of heat.  

Cordis moved for a finding under § 285 that the case was “exceptional,” and for an award of its attorney’s fees and expert witness fees.  Cordis argued that “MarcTec engaged in litigation misconduct by, among other things: (1) misrepresenting claim construction law to avoid intrinsic evidence; (2) mischaracterizing the district court’s claim construction; and (3) offering ‘junk science’ that was unreliable, untestable, and had no relevance to this case.” Cordis also argued that “MarcTec filed a frivolous and baseless lawsuit and acted in bad faith by continuing to pursue its claims without any evidence of infringement.”

The district court found that the case was “exceptional” and awarded the attorney’s fees and expert witness fees above.  On appeal, the Federal Circuit affirmed.

Bad Faith Litigation

As noted above, the Federal Circuit found that each of the district court’s findings vis-à-vis the prosecution history and MarcTec’s proffered expert testimony “supports the conclusion that MarcTec subjectively knew that it had no basis for asserting infringement and therefore pursued this litigation in bad faith.”

The Federal Circuit rejected MarcTech’s argument that it had no way of knowing that the district court would disagree with its proposed claim construction, agreeing with Cordis that “MarcTec cannot claim to be ignorant of the references to heat in the claims, the language in the specification discussing the importance of heat to the bonding process, or Dr. Bonutti’s statements to the PTO.”

The Federal Circuit concluded that “[a]fter careful consideration and review of the record, we agree with the district court that MarcTec’s proposed claim construction, which ignored the entirety of the specification and the prosecution history, and thus was unsupported by the intrinsic record, was frivolous and supports a finding of bad faith.”

The Federal Circuit also rejected MarcTech’s argument that “bad faith” cannot be found given that the Federal Circuit did not refer to the claim differentiation argument in the prior appeal as being frivolous.  The Federal Circuit noted that “despite MarcTec’s suggestions to the contrary, we rejected its claim differentiation argument and did so readily; nothing in our discussion of that issue can be read as an endorsement of that argument or a finding that it was made in good faith. Simply put, the issue of bad faith was not before us and not addressed in the earlier appeal.”

The Federal Circuit concluded that “[w]hile it is clear that ‘[d]efeat of a litigation position, even on summary judgment, does not warrant an automatic finding that the suit was objectively baseless,’ here the record supports the district court’s finding that Marc-Tec pursued objectively baseless infringement claims.”
  The Federal Circuit added that “MarcTec’s proposed claim construction was so lacking in any evidentiary support that assertion of this construction was unreasonable and reflects a lack of good faith. And, MarcTec’s decision to continue the litigation after claim construction further supports the district court’s finding that this is an exceptional case.”

Litigation Misconduct

The Federal Circuit further reiterated that “litigation misconduct and ‘unprofessional behavior may suffice, by themselves, to make a case exceptional under § 285.’ ”
  And “[l]itigation misconduct typically ‘involves unethical or unprofessional conduct by a party or his attorneys during the course of adjudicative proceedings.’ ”

MarcTec argued that the district court had not found litigation misconduct.  Cordis argued to the contrary.  The Federal Circuit agreed with Cordis:  “We agree with Cordis, and find that the district court’s decision, taken in its entirety, reflects its conclusion that MarcTec engaged in improper conduct sufficient to warrant an award of attorney fees and expenses. Specifically, the district court’s decision reveals that MarcTec engaged in litigation misconduct when it: (1) misrepresented both the law of claim construction and the constructions ultimately adopted by the court; and (2) introduced and relied on expert testimony that failed to meet even minimal standards of reliability, thereby prolonging the litigation and the expenses attendant thereto.”

As for misrepresenting the law of claim construction, the Federal Circuit explained that “[w]hile we agree that claim construction necessarily involves consideration of the plain meaning of disputed terms, here, as noted, MarcTec ignored language in the specification and statements made during prosecution that directly contradicted the plain meaning arguments it advanced. In fact, as the district court found, counsel for MarcTec misrepresented the law on claim construction and encouraged the court to ignore the specification unless it found an insoluble ‘ambiguity’ in the claim language. * * * While standing alone, such mischaracterizations of Phillips would not warrant an award of attorney fees, when coupled with MarcTec’s decision to advance frivolous and unsupported allegations of infringement premised on mischaracterizations of the claim constructions adopted by the trial court, this misdirection lends support to the district court’s finding of litigation misconduct.”

As for the proffered unreliable expert testimony, the Federal Circuit explained that “[a]lthough we agree with MarcTec that exclusion of expert testimony under Daubert does not automatically trigger a finding of litigation misconduct, and in most cases likely would not do so, we find that the circumstances of this case were sufficiently egregious to support an award of attorney fees.”

The Federal Circuit concluded:  “MarcTec not only initiated a frivolous lawsuit, it persisted in advancing unfounded arguments that unnecessarily extended this litigation and caused Cordis to incur needless litigation expenses. This vexatious conduct is, by definition, litigation misconduct, and provides a separate and independent basis supporting the district court’s determination that this case is exceptional.”

Expert Witness Fees

The Federal Circuit also found that the district court had not abused its discretion in awarding expert witness fees.  The Federal Circuit noted:  “[a] district court has inherent authority ‘to impose sanctions in the form of reasonable expert fees in excess of what is provided for by statute.’ ”

MarcTec argued that the district court had erred in awarding expert witness fees because MarcTec had not been accused of attempting to defraud the court or abusing the judicial process, and the district court had not found that an award under § 285 was inadequate to remedy the alleged misconduct.

Cordis argued that its expert witness fees only became necessary because MarcTec had offered “junk science” vis-à-vis the “bonded” limitation.  The Federal Circuit agreed with Cordis.

The Federal Circuit conceded that “it is a better practice for a district court to analyze expert witness fees separately and to explain why an award of attorney fees under § 285 is insufficient to sanction the patentee,” but explained that “we find that the circumstances in this case justify the district court’s decision granting expert witness fees.”

The Federal Circuit reasoned that “[t]his is particularly true given that: (1) Cordis was forced to incur expert witness expenses to rebut MarcTec's unreliable and irrelevant expert testimony which was excluded under Daubert; and (2) the amount Cordis was required to expend on experts was not compensable under § 285. Because MarcTec's vexatious conduct and bad faith increased the cost of litigation in ways that are not compensated under § 285, we find that the district court did not abuse its discretion in awarding expert fees to Cordis.”

F. Costs – § 285

1. (a) Costs For Third Party Database Provider in Connection With “e-Discovery” Are Taxable Costs, However, If Parties’ Cost-Sharing Agreement Does Not Specify That is an “Interim” Agreement, Costs May Not be Taxable:

(b) Copying Costs Are Not Recoverable if Invoices Simply Refer Generically to “Document Production” and Fail to Show That Documents Were Copied at Prevailing Party’s Expense, at the Request of the Opposing Party, and That Copies Were Tendered to the Opposing Party

(c) Deposition Costs May Include Costs For Depositions Taken For Trial Preparation Even Though Not Used For Successful Summary Judgment Motion, and May Include Costs For Both Written Transcript and Video [image: image598.png]-
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In In re Ricoh Co., Ltd. Patent Litigation,
 the district court, under 28 U.S.C. § 1920, had awarded $ 938,957.72 to defendants Aeroflex, Inc. et al. and Synopsys, Inc. (collectively “Synopsys”) after nearly seven years of litigation with Ricoh, and after granting Synopsys summary judgment of non-infringement which was affirmed in an earlier opinion by the Federal Circuit.  Ricoh challenged three categories of costs.  The Federal Circuit affirmed-in-part, reversed-in-part, and vacated and remanded-in-part.

Section 1920, in pertinent part grants the district court the authority to tax as costs:

(2) Fees for printed or electronically recorded transcripts necessarily obtained for use in the case; * * *
(4) Fees for exemplification and the costs of making copies of any materials where the copies are necessarily obtained for use in the case; [and] * * *
(6) Compensation of court appointed experts, compensation of interpreters, and salaries, fees, expenses, and costs of special interpretation services under section 1828 of this title.

Ricoh challenged the award of costs for an electronic document database under subsection 4 ($ 234,702.43), exemplification fees and copy costs under subsection 4 ($ 322,515.71), and deposition and interpreter costs under subsections 2 and 6 ($ 131,247.28).  The amount in dispute was $ 688,465.42.
The Federal Circuit, applying Ninth Circuit law (this was an appeal from the Northern District of California), as well as local court rules governing costs, (1) reversed the award of costs for an electronic document database because the parties had entered into a cost-sharing agreement which the Federal Circuit interpreted as a “final,” rather than an interim, agreement, (2) vacated and remanded the award of exemplification fees and copy costs because the documentation was not clear vis-à-vis what those copies were used for, and (3) affirmed the award of deposition and interpreter costs.

Note:  The dividing line between recoverable and non-recoverable costs is not uniform among the circuits.  Also, local court rules sometimes affect which costs may be awarded.

Costs for an Electronic Document Database

Ricoh had sought production of emails and other documents from Synopsys customers who used Synopsys software and were allegedly infringing.  Synopsys offered to produce the emails in (1) hard copy, (2) in TIFF format, or (3) loading them onto a terminal in its offices and allowing Ricoh’s counsel to review on site only.  Ricoh objected and suggested producing the emails in native format, and using Stratify, a third party electronic database service.  Ricoh suggested dividing the costs between the parties.  Synopsys agreed.

Synopsys contended that the full costs of $ 234,702.43 should be recoverable as costs because Stratify was the exclusive means for producing emails.  Ricoh argued that Stratify did not fall under § 1920(4) because it was a “document review database” (as opposed to a form of document production) for the convenience of counsel and not necessary for use in the case.

The Federal Circuit rejected Ricoh’s argument, noting that Northern District of California Civil Local Rule 54-3(d)(2), permitted taxing “[t]he cost of reproducing disclosure or formal discovery documents when used for any purpose in the case.”  The Federal Circuit held that the district court had not abused its discretion in concluding that costs associated with Stratify were taxable because “the Stratify database was used as a means of document production in this case.”  The Federal Circuit noted that “[t]he act of producing documents is not so narrowly construed as to cover only printing and Bates-labeling a document,” and that “[i]n the era of electronic discovery, courts have held that electronic production of documents can constitute ‘exemplification’ or ‘making copies’ under section 1920(4).”

However, the Federal Circuit agreed with Ricoh that the parties had agreed by contract to share the cost of Stratify, and that agreement precluded cost-shifting.  The Federal Circuit noted that there was “scant” authority in the area, but reasoned that there was no dispute that the parties had agreed to share the costs of using Stratify.  And the parties had a number of commutations, including a 14 page contract, reiterating that agreement.

The Federal Circuit reasoned that “[t]here is no indication in any of the extensive communications between the parties that they intended this cost-sharing agreement to be anything other than a final settlement of the cost of the Stratify database. If the cost-sharing agreement were designed to be only an interim agreement, it seems likely that there would have been some indication to that effect in either the communications between counsel or the agreement with Stratify. Under these circumstances, the parties’ agreement is best interpreted as agreeing to a final, not an interim, sharing of costs.”

The Federal Circuit accordingly reversed the district court’s award of $ 234,702.43 for Synopsys’s share of the database.
Teaching Point: Cost-sharing agreements are prevalent, especially in connection with “e-discovery.”  Such agreements should make clear whether such shared costs are ultimately taxable or not.

Copying Costs
The parties did not dispute that Synopsys was entitled to recover the copying and exemplification costs associated with discovery material tendered to Ricoh.  And Ricoh did not dispute $ 146,584.83 of Synopsys’s copying costs because those costs were clearly incurred in copying Synopsys’s discovery production for Ricoh.
Ricoh, however, challenged $ 322,515.71 of document copying costs because it was not clear those costs were in fact associated with documents tendered to Ricoh and copied for Ricoh.
The Federal Circuit, quoting English v. Colo. Dep’t of Corr.,
 noted that “the burden is on the prevailing [party] to establish the amount of compensable costs and expenses to which they are entitled. Prevailing parties necessarily assume the risks inherent in a failure to meet that burden.” The Federal Circuit further noted that the Local Rules required “[a]ppropriate documentation to support each item claimed.” N.D. Cal. Civ. R. 54-1(a). The Federal Circuit also noted that other circuits have held that a list of costs and expenses must be adequately detailed, identifying the purpose of each expenditure, as opposed to generic descriptions.

The Federal Circuit concluded that “Section 1920 allows the recovery of costs for a prevailing party who establishes that the copied documents were produced by it pursuant to Rule 26 or other discovery rules and that the copies were requested by, and supplied to, the opposing party.”

Here, the Federal Circuit held that “Synopsys did not meet its burden under section 1920 to establish the amount of costs to which it is entitled.”
  The Federal Circuit noted that “we are unable in many instances to determine what documents were being reproduced and to which side the copies were ultimately provided. For example, Item 74 of Exhibit E, a $789.75 invoice for 6,344 copies, only states, ‘Medium Handling Litigation Copies. 3 Box originals copy x 1.’ * * * The entry for Item 74 in the spreadsheet itemizing the invoices simply states ‘Document production.’ * * * In fact, many of the invoices and entries in the itemized spreadsheet accompanying Exhibit E simply state the copies were for ‘Document production.’ ”

The Federal Circuit explained that “[t]he phrase ‘document production’ on an invoice does not automatically signify that the copies were produced to opposing counsel. ‘Document production’ and other similarly generic statements on the invoices are unhelpful in determining whether those costs are taxable,” because “[m]any firms make copies of all documents they produce to the other side for their own records.”

The Federal Circuit concluded that “[w]hen the prevailing party seeks to recover copying costs related to its own document production, to meet the documentation requirements, the prevailing party must establish, in connection with its proposed Bill of Costs, that the reproduced documents were produced by it pursuant to Rule 26 or other discovery rules; that they were copied at the prevailing party’s expense and at the request of the opposing party; and that the copies were tendered to the opposing party.”

The Federal Circuit concluded that the district court had abused its discretion in awarding $ 322,515.71 for reproduction and exemplification costs, but chose to vacate and remand to the district court for further proceedings.  In a footnote, the Federal Circuit noted that Ricoh had objected to an award of costs for shipping fees, and document assembly fees for tabs and folders.  The Federal Circuit noted that the district court “would not abuse its discretion in awarding such costs if they related to categories of documents as to which the recovery of reproduction costs under section 1920(4) is appropriate.”

Teaching Point: Invoices or cover letters transmitting documents to the opposing party should identify the discovery request.  Copies for the producing party should be invoiced separately.

Costs for Depositions and Transcipts
Ricoh challenged an award of $ 102,070.67 in costs for transcriptions of depositions that Ricoh contended were unnecessary, plus $ 29,176.61 in interpreter fees.  Ricoh argued that only six depositions were used in conjunction with the summary judgment motion.  Synopsys argued that the deposition costs were properly awarded because it was reasonable to expect that they would be used for trial preparation when they were taken.

Section 1920(2) permits the taxation of “[f]ees for printed or electronically recorded transcripts necessarily obtained for use in the case.”  Thus, the Federal Circuit noted, the question was whether the district court had abused its discretion.  The Federal Circuit held it had not because Ninth Circuit precedent was clear that a document need not be offered as evidence and yet be deemed to have been necessarily obtained for use in the case.

The Federal Circuit reasoned:  “Here, the district court taxed Ricoh for all depositions taken in the case because they ‘were taken in connection with several relevant aspects of the case, from validity to damage issues. As such, at the time the depositions were taken, it was reasonable to expect that they were for the purpose of trial preparation.’ * * * This finding was within the discretion of the district court. Because translation was necessary in connection with a number of these depositions, those costs are taxable under section 1920 as well.”

Ricoh alternatively argued that the costs should be reduced by $ 43,217.85 because the cost award included both a written transcript and a video.

Section 1920(2) provides that costs associated with “[f]ees for printed or electronically recorded transcripts necessarily obtained for use in the case” are taxable, and Local Rule 54-3(c)(1) stated that “[t]he cost of an original and one copy of any deposition (including videotaped depositions) taken for any purpose in connection with the case is allowable.” The district court held that “[a]llowing recovery for both of these fees is more in accord with the language of the Local Rules, along with commonplace practice in patent litigation of videotaping deponents.”

The Federal Circuit concluded that “[a]lthough the Ninth Circuit has not addressed this issue, the district court’s decision that such costs are allowable comports with other circuit decisions interpreting section 1920(2). * * *Consistent with the Sixth and Tenth Circuits, we think that the correct interpretation of section 1920 is that the costs constitute taxable costs.”

The Federal Circuit concluded:  “Therefore, the district court did not exceed its authority under section 1920 in taxing both the written transcription and the video of the depositions.”

G. False Marking – § 292

1. Rule 9(b)’s Particularity Requirement Applies to False Marking Claims and a Complaint Alleging False Marking is Insufficient When It Only Asserts Conclusory Allegations That a Defendant is a “sophisticated company” and “knew or should have known” That the Patent Expired
In In re BP Lubricants USA, Inc.,
 the Federal Circuit, in response to a petition of mandamus to the Northern District of Illinois, held that “Rule 9(b)’s particularity requirement applies to false marking claims and that a complaint alleging false marking is insufficient when it only asserts conclusory allegations that a defendant is a ‘sophisticated company’ and ‘knew or should have known’ that the patent expired.”
  The Federal Circuit granted the petition in part.

BP manufactured, inter alia, CASTROL motor oil in a unique bottle design that was the subject of BP design patent.  Thomas Simonia, a patent attorney, filed the complaint urging that the design patent expired on February 12, 2005, and BP had continued to mark its bottles after the patent had expired.  The complaint also asserted mostly “upon information and belief,” that: “(1) BP knew or should have known that the patent expired; (2) BP is a sophisticated company and has experience applying for, obtaining, and litigating patents; and (3) BP marked the CASTROL products with the patent numbers for the purpose of deceiving the public and its competitors into believing that something contained or embodied in the products is covered or protected by the expired patent.”

The district court held that the complaint met the requirements of Fed. R. Civ. P. 9(b).

The Federal Circuit concluded that “[b]efore reaching the merits of BP’s argument that the complaint was insufficiently pled, we must first address a predicate question, one of first impression for this court: whether or not Fed. R. Civ. P. Rule 9(b)’s particularity requirement applies to false marking claims under § 292.”

The Federal Circuit reasoned that “[i]n all cases sounding in fraud or mistake, Rule 9(b) requires a plaintiff to plead ‘with particularity the circumstances constituting fraud or mistake.’ Fed. R. Civ. P. 9(b). The Rule acts as a safety valve to assure that only viable claims alleging fraud or mistake are allowed to proceed to discovery. By eliminating insufficient pleadings at the initial stage of litigation, Rule 9(b) prevents relators using discovery as a fishing expedition. * * * In an analogous area of the law, namely, the False Claims Act, every regional circuit has held that a relator must meet the requirements of Rule 9(b) when bringing complaints on behalf of the government. * * * We see no sound reason to treat § 292 actions any differently. Like the False Claims Act, § 292 condemns fraudulent or false marking. Rule 9(b)’s gatekeeping function is also necessary to assure that only viable § 292 claims reach discovery and adjudication. Permitting a false marking complaint to proceed without meeting the particularity requirement of Rule 9(b) would sanction discovery and adjudication for claims that do little more than speculate that the defendant engaged in more than negligent action.”

The Federal Circuit noted that in Exergen Corp. v. Wal-Mart Stores, Inc.,
 the court held that Rule 9(b) requires a plaintiff to plead in detail “the specific who, what, when, where, and how” of the alleged fraud.  Here the district court held that “that in addition to alleging that BP knew or should have known the patent expired, it was enough under Rule 9(b) for the relator to allege that BP (the ‘who’) had deliberately and falsely marked (the ‘how’) at least one line of its motor oil products (the ‘what’) with an expired patent and continues to falsely mark its products (the ‘when’) throughout the Northern District of Illinois and the rest of the United States (the ‘where’) with the intent to deceive its competitors and the public.”
  The Federal Circuit disagreed.

The Federal Circuit noted that “[i]n Exergen, this court held that a pleading that simply avers the substantive elements of a claim sounding in fraud or mistake, without setting forth the particularized factual bases for the allegations, does not satisfy Rule 9(b). * * * We further held that although “knowledge” and “intent” may be averred * * *generally and that a plaintiff may plead upon information and belief under Rule 9(b), our precedent, like that of several regional circuits, requires that the pleadings allege sufficient underlying facts from which a court may reasonably infer that a party acted with the requisite state of mind.”

According to the Federal Circuit, “the district court here did not find relevant that the complaint failed to allege any facts inferring that BP was aware of the patent’s expiration. To the contrary, the district court expressly relied on the relator’s general allegation that BP knew or should have known that the patent expired.  This is clearly incorrect. A plaintiff is not empowered under the Rules ‘to plead the bare elements of his cause of action, affix the label “general allegation,” and expect his complaint to survive a motion to dismiss.’ * * * Instead, a complaint must in the § 292 context provide some objective indication to reasonably infer that the defendant was aware that the patent expired.”

The Federal Circuit held that “[b]ecause the relator’s complaint here provided only generalized allegations rather than specific underlying facts from which we can reasonably infer the requisite intent, the complaint failed to meet the requirements of Rule 9(b).”

The Federal Circuit concluded that “[f]or the foregoing reasons, this court grants the petition for writ of mandamus in part and directs the district court to dismiss the complaint with leave to amend in accordance with the pleading requirements set forth herein.”

2. Not Error to Dismiss Complaint Alleging False Marking Under Rule 12(b)(6) Without Leave to Amend Where Cause of Action Cannot be Stated [image: image599.png]
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In Juniper Networks, Inc. v. Shipley,
 the Federal Circuit affirmed the district court’s dismissal of a complaint attempting to allege false marking, under Rule 12(b)(6), without leave to amend.  The Federal Circuit concluded that Juniper’s complaint could not be saved by further amendment because there was no “unpatented article” within the meaning of § 292.

Juniper produced computer networking products, including firewall products.  Juniper alleged that Shipley maintained a website for the “hacker community” at his home.  Shipley allegedly developed software in 1995 and ’96 known as “Dynamic Firewall.”  Shipley displayed the following on his website in 1997:
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In 2000, the PTO issued U.S. Patent No. 6,119,236 to Shipley. Juniper alleged that Shipley then changed the website as follows:

[image: image603.emf]
In 2001, the PTO issued U.S. Patent No. 6,304,975 to Shipley, and, according to Juniper, Shipley changed the website as follows:

[image: image604.emf]
Juniper filed the false marking action after the current owner of the ‘236 and ‘975 patents filed suit in a separate action accusing Juniper of infringement.  Juniper alleged that an embodiment of “Dynamic Firewall” operated on Shipley’s home network beginning in 1996, and that Shipley used that software as part of his website.  However, Juniper contends, Dynamic Firewall was destroyed in 1999 because of hard disk crash and Shipley did not produce another product embodying the invention.

Juniper alleged Shipley was falsely marking “the Website and any firewall or other security products or services operating thereon” with the words “Patent Pending,” “Patent # 6,119,236,” and “Patent # 6,119,236 and 6,304,975” from 1999—the date Dynamic Firewall was allegedly destroyed—to the present. Shipley filed a motion to dismiss under Rule 12(b)(6).  The district court granted the motion finding that Juniper had not plead any alleged conduct within the scope of the statute.  The court, however, gave Juniper leave to amend.

Juniper subsequently filed an amended complaint accusing Shipley of falsely marking “the Website and any firewall or other security products or services operating thereon, as well as web pages generated by the Website.”  The district court dismissed the complaint for failure to state a cause of action, and this time did not grant Juniper leave to amend.  The district court concluded:

[W]hat Juniper is complaining about is not that the public was deceived by a false patent marking; but rather that the public was misled into believing that his Website was running on software that no longer exists * * * Because no amendment can cure the infirmities inherent in Juniper’s claim, the Court grants Shipley’s motion and dismisses the amended complaint without leave to amend.

On appeal, the Federal Circuit affirmed.
The Federal Circuit reiterated that “[t]he two elements of a § 292 false marking claim are (1) marking an unpatented article and (2) intent to deceive the public.”
  “When the statute refers to an ‘unpatented article’ the statute means that the article in question is not covered by at least one claim of each patent with which the article is marked.”

The Federal Circuit reasoned that “Juniper’s Amended Complaint does not state facts showing that an ‘unpatented article’ was marked upon, affixed with a label, or advertised in a manner importing that it is patented. Juniper does not allege that the Dynamic Firewall software itself was falsely marked. * * * Any such claim would likely be time barred under 28 U.S.C. § 2462
 and in conflict with this court’s precedent that the mismarked article must actually exist, as the sole embodiment of Dynamic Firewall was allegedly destroyed in 1999.”

The Federal Circuit concluded, as an initial matter, that “because websites may both embody intellectual property and contain identifying markings, this court holds that websites can qualify as unpatented articles within the scope of § 292.”

However, the Federal Circuit viewed the website as not indicating that Dynamic Firewall was actually protecting the website.  The Federal Circuit concluded that “as correctly held by the district court, ‘it is beyond cavil that, when considered in context, the reference to “functioning” relates to the progress of the project, not that the software was functioning or operating on the Website.’ ”

Juniper also contended that the district court had erred by failing to grant leave to amend.  Under Ninth Circuit law, the Federal Circuit noted, dismissal with prejudice is only appropriate when it is clear on de novo review “that the complaint could not be saved by amendment.”
  The Federal Circuit agreed with the district court that the “Website excerpts provided by Shipley are clear and unambiguous on their face. This court finds no error in the District Court’s determination that Juniper’s Amended Complaint could not be saved by further amendment.”

H. Prejudgment Interest

1. Prejudgment Interest May be Limited by an Agreement Between the Parties Limiting an Award of “Damages” [image: image605.png]-
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In Sanofi-Aventis v. Apotex, Inc. (Plavix III),
 the Federal Circuit panel majority, over a dissent by Circuit Judge Newman, held that an agreement between the parties limiting potential “damages,” although not referring to pre-judgment interest per se, nevertheless precluded an award of pre-judgment interest.

This was the third appeal in the case.  In Sanofi-Synthelabo v. Apotex, Inc. (Plavix I),
 the Federal Circuit had affirmed the district court’s grant of a preliminary injunction.  In Sanofi-Synthelabo v. Apotex, Inc. (Plavix II),
 the Federal Circuit affirmed the district court’s judgment that the patent-in-suit was not invalid, infringed, and not unenforceable.
In 2001, Apotex filed an ANDA seeking approval to sell generic clopidogrel bisulfate tablets prior to the expiration of Sanofi’s patent generally covering the drug Plavix.  That ANDA contained a paragraph IV certification that the patent was invalid.  In response, Sanofi sued under 35 U.S.C. § 271(e)(2).

Sanofi’s suit triggered a thirty-month stay of FDA approval for the ANDA pursuant to 21 U.S.C. § 355(j)(5)(B)(iii). That stay expired on May 17, 2005, and on January 20, 2006, the FDA gave Apotex final approval to sell its generic product. 

Prior to the FDA’s approval, the parties’ settlement discussions resulted in a “March 26 agreement” in which Sanofi granted Apotex a future license that allowed Apotex to begin sale of its generic product several months before the patent expired.  Sanofi also agreed that it would not launch an “authorized generic product” during the pendency of the license.  An “authorized generic product” is one a generic drug sold by the company that also markets the brand-name drug, or a third-party licensee.

Under the Hatch-Waxman Act in effect at the time, Apotex was entitled to a 180-day period of exclusivity during which time the FDA could not approve other generic clopidogrel bisulfate products once Apotex received approval from the FDA.  However, the branded company could nevertheless market an authorized generic during that 180-day exclusivity period.  

Bristol-Myers Squibb Company (BMS) was not a party to the litigation, but it was an owner of plaintiff Bristol-Myers Squibb Sanofi Pharmaceuticals Holding Partnership.

As a result of orders from earlier litigation, the March 2006 agreement was subject to approval by the FTC and a consortium of state attorneys general.  The FTC objected to several provisions of that agreement, including the provision preventing Sanofi from launching an authorized generic during the period of Apotex’s license.

As a result, Sanofi withdrew the agreement from administrative approval.  In May 2006, the parties reached a second settlement agreement.  Unlike the earlier agreement, Sanofi did not expressly agree not to launch an authorized generic during the pendency of Apotex’s license.  However, a BMS executive involved in negotiating the agreement orally agreed that Sanofi would not launch an authorized generic during time period of the license.

BMS presented the May 2006 agreement to the FTC for approval without disclosing the oral agreement.  Apotex, however, disclosed that agreement to the FTC.  As a result, the FTC requested written certification from BMS that BMS had not made an oral promise not to launch an authorized generic during the pendency of Apotex’s license.  BMS provided that certification without disclosing the oral agreement.  The state attorneys general did not approve the May 2006 agreement, but agreed to reconsider pending an investigation into whether there was an oral agreement between the parties.

Shortly thereafter, Apotex exercised a provision of the May 2006 agreement that provided that if regulatory review had not been completed, litigation would be resumed.  Apotex launched its generic clopidogrel bisulfate product. Sanofi moved for a preliminary injunction, which the district court granted and which the Federal Circuit affirmed.

In a bench trial, the district court held that the Sanofi patent was not invalid or unenforceable.  Apotex had previously conceded infringement.  Sanofi, however, had never amended its pleadings to allege infringement under § 271(a)-(b) after Apotex began selling its generic product.

The government, meanwhile, had pursued charges against BMS vis-à-vis its failure to disclose the oral agreement and its later false certification to the FTC.  Subsequently BMS pleaded guilty to making false statements to the FTC, and the FTC subsequently brought a civil action against BMS which resulted in a civil judgment against BMS.  BMS agreed to pay a civil penalty of $2,100,000.

Apotex then sought to file a supplement answer, affirmative defenses and counterclaims alleging that the patent-in-suit was unenforceable because of patent misuse because of BMS’s failure to disclose the oral agreement to the FTC and its later false certification to the FTC.

The district court denied Apotex’s motion.  The district court held, inter alia, based on the Federal Circuit’s en banc holding in Princo Corp. v. International Trade Commission,
 that BMS’s actions likely did not constitute patent misuse.

The May 2006 agreement set Sanofi’s “actual damages” as “50% of Apotex’s net sales.” Sanofi moved for summary judgment on the issue of damages. The district court granted Sanofi’s motion for summary judgment and ordered Apotex to pay $442,209,362 in damages (50% of Apotex’s net sales) and an additional $107,930,857 in prejudgment interest. In awarding prejudgment interest, the district court rejected Apotex’s arguments that the May 2006 agreement precluded such an award.  On appeal, the Federal Circuit panel majority reversed.

Paragraph 14 of the May 2006 agreement states that if regulatory denial occurs the litigation between the parties will resume and:

If the litigation results in a judgment that the ’265 patent is not invalid or unenforceable, Sanofi agrees that its actual damages for any past infringement by Apotex, up to the date on which Apotex is enjoined, will be 50% of Apotex’s net sales of clopidogrel products . . . . Sanofi further agrees that it will not seek increased damages under 35 U.S.C. § 284.

The Federal Circuit panel majority concluded that “[a]fter reviewing the May 2006 agreement, we conclude that the parties intended that the phrase ‘actual damages’ include all damages necessary to compensate Sanofi for Apotex’s infringement. Because prejudgment interest is a form of compensatory damages, the district court erred by awarding additional prejudgment interest pursuant to 35 U.S.C. § 284.”

The panel majority’s reasoning was based on the premise that “[c]ourts have long held that prejudgment interest is a form of compensatory relief.”
  Circuit Judge Newman, in dissent, urged that “[t]he May 2006 Agreement did not alter the general rule that prejudgment interest is awarded on damages for patent infringement. The general rule does not depend on whether damages are measured by the amount of lost profits, or as a royalty on infringing sales, or, as here, an agreed percentage of sales. Thus, to make the injured party whole, interest is paid on the monetary loss. The district court correctly so recognized.”

I. Contempt Proceedings

1. Good Faith or Lack of Intent is Not a Defense to a Finding of Contempt: Two-Step Analysis of KSM Fastening Systems is Overruled: District Courts Have Broad Discretion Whether to Proceed Through a Contempt Proceeding or a New Trial: District Courts Must Consider Whether Differences Between Redesigned Product and Infringing Product Are “Significant” [image: image606.png]
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The Federal Circuit concluded, en banc, in TiVo Inc. v. EchoStar, Corp.,
 that the two-step analysis of KSM Fastening Systems v. H.A. Jones Co.,
 for determining whether contempt proceedings should be used to decide whether a modified product continued to infringement and thus violated an injunction, was unsound.  The Federal Circuit en banc clarified the analysis, as discussed further below.  The en banc Federal Circuit split 7-5, however, on the question whether EchoStar had waived its ability to challenge the terms of the injunction.  The Federal Circuit majority (opinion by Circuit Judge Lourie, joined by Circuit Judges Newman, Mayer, Bryson, Moore, O’Malley and Reyna) held that EchoStar had so waived that challenge.  Circuit Judges O’Malley and Reyna participated in the decision, and joined the majority, although neither had been confirmed at the time of, and had not heard oral argument.  Senior Judge Mayer also participated, and joined the majority, because he sat on the original panel.  Circuit Judge Dyk dissented-in-part, which was joined by Chief Judge Rader, and Circuit Judges Gajarsa, Linn and Prost, urging that the injunction was indefinite and overbroad.

TiVo’s patent-in-suit was drawn to what are now known as digital video recorders (DVRs) that allow “time-shifting” of television broadcasts.  The patent-in-suit had “hardware” claims and “software” claims.  TiVo originally sued EchoStar in 2004 alleging infringement of both sets of claims.  

Claim 31 was representative of the “software” claims, with the disputed provisions emphasized:

A process for the simultaneous storage and play back of multimedia data, comprising the steps of:

[1] providing a physical data source, wherein said physical data source accepts broadcast data from an input device, parses video and audio data from said broadcast data, and temporarily stores said video and audio data;

[2] providing a source object, wherein said source object extracts video and audio data from said physical data source;

[3] providing a transform object, wherein said transform object stores and retrieves data streams onto a storage device;

[4] wherein said source object obtains a buffer from said transform object, said source object converts video data into data streams and fills said buffer with said streams;

[5] wherein said source object is automatically flow controlled by said transform object;

[6] providing a sink object, wherein said sink object obtains data stream buffers from said transform object and outputs said streams to a video and audio decoder;

[7] wherein said decoder converts said streams into display signals and sends said signals to a display;

[8] wherein said sink object is automatically flow controlled by said transform object;

[9] providing a control object, wherein said control object receives commands from a user, said commands control the flow of the broadcast data through the system; and

[10] wherein said control object sends flow command events to said source, transform, and sink objects.

The accused EchoStar receivers fell into two categories – the “50X” series and the “Broadcom” series.  There were three accused 50X series receivers and five accused Broadcom series receivers.  A jury concluded that all eight identified receivers literally infringed all asserted hardware and software claims.  The jury also found that the infringement was willful, and awarded TiVo approximately $ 74 million in lost profits and reasonable royalty damages.  The district court entered judgment on the verdict and issued a permanent injunction.

The injunction was two-fold.  The injunction prohibited EchoStar from making, using, offering to sell, and selling the receivers that had been found to infringe (the “infringement” provision), and (2) to disable the DVR functionality in existing receivers that had already been placed with EchoStar’s customers and in new placements that were yet to be placed with EchoStar’s customers (the “disablement” provision).

The “infringement provision” provided:

Each Defendant, its officers, agents, servants, employees, and attorneys, and those persons in active concert of participation with them who receive actual notice hereof, are hereby restrained and enjoined, pursuant to 35 U.S.C. 283 and Fed. R. Civ. P. 65(d), from making, using, offering to sell, selling, or importing in the United States, the Infringing Products, either alone or in combination with any other product and all other products that are only colorably different therefrom in the context of the Infringed Claims, whether individually or in combination with other products or as a part of another product, and from otherwise infringing or inducing others to infringe the Infringed Claims of the ’389 patent.

The “disablement provision” provided:

Defendants are hereby FURTHER ORDERED to, within thirty (30) days of the issuance of this order, disable the DVR functionality (i.e., disable all storage to and playback from a hard disk drive of television data) in all but 192,708 units of the Infringing Products that have been placed with an end user or subscriber. The DVR functionality, i.e., disable all storage to and playback from hard disk drive of television data) [sic] shall not be enabled in any new placements of the Infringing Products.

The injunction defined “Infringing Claims” by reference to specific claims, and defined “Infringing Products” by reference to specific model numbers, e.g., “DP-501.”

On a first appeal, the Federal Circuit concluded that the district court had incorrectly construed a limitation of the hardware claims and reversed the portion of the judgment finding that EchoStar’s DVR’s literally infringed the hardware claims.  However, the Federal Circuit affirmed the district court’s construction of the software claims and affirmed the jury’s verdict of infringement of those claims.  

EchoStar had not appealed the district court’s grant of a permanent injunction, which had been stayed during the appeal.  In the remand, the Federal Circuit noted that the injunction would take effect following the Federal Circuit’s mandate.

Following remand, TiVo urged that EchoStar had violated both the “infringing provision” and the “disablement provision” of the injunction, and moved for a finding that EchoStar was in contempt.

With respect to the “infringement provision,” EchoStar contended that it had redesigned the software on both the 50X and Broadcom receivers such that the software no longer met the “parsing” or “automatically flow controlled” limitations.  The district court, however, concluded that the modified DVR software was not colorably different from the infringing software, and continued to infringe the software claims.

Under the two-step analysis of KSM, a court must first determine whether a contempt proceeding is appropriate to determine whether a redesigned product infringes.  That first step required the court to compare the accused product with the product previously found to infringe, and decide whether there is “more than a colorable difference” between the products such that “substantial open issues with respect to infringement” exist.

If the court found there was “more than a colorable difference,” then the court must order a new trial.  However, if the court found that there was no more “than a colorable difference” between the products, then the court could proceed to determine the redesigned product continued to infringe through a contempt proceeding.

Here, the district court having determined that there was no more “than a colorable difference between the redesigned products and the products previously adjudged to infringe, proceeded in a contempt proceeding to determine that EchoStar’s redesigned products continued to infringe.

The district court further concluded that even if EchoStar’s redesigned products were non-infringing, EchoStar was still in contempt for violation of the “disablement provision.”  EchoStar urged that because the “disablement provision” required it to disable “Infringing Products,” and because it had redesigned the products so as not to infringe, there was no longer anything required to be “disabled.”  The district court did not accept that argument.  The district court reasoned that EchoStar should have requested the district court to modify the injunction, rather than disregard the “disablement provision,” or challenge the injunction on appeal.  The district court reasoned that because EchoStar had done neither, EchoStar had waived any argument that the injunction was faulty as being overbroad.

The district court granted sanctions against EchoStar of almost $ 90 million and further awarded damages for continued infringement by the redesigned products.  The district court also amended the injunction to provide that EchoStar was required to seek the district court’s approval before implementing any further asserted design-around products.

Good Faith is Not a Defense to Contempt

On appeal, EchoStar urged vis-à-vis the “infringement provision” that it had employed 15 engineers for 8000 hours over the course of a year to design-around TiVo’s patent, and had obtained a non-infringement opinion from a well-respected law firm.  EchoStar further argued that the redesigned product had inferior functionality to the original product.  EchoStar argued that a finding of contempt was improper “where the defendant engaged in diligent, good faith efforts to comply with the injunction and had an objectively reasonable basis to believe that it was in compliance.”

The Federal Circuit en banc disagreed concluding that good faith or lack of intent was not a defense to a finding of contempt:  “We have made it clear that, under Supreme Court precedent, a lack of intent to violate an injunction alone cannot save an infringer from a finding of contempt. * * * ‘Since the purpose [of civil contempt] is remedial, it matters not with what intent the defendant did the prohibited act. * * * An act does not cease to be a violation of a law and of a decree merely because it may have been done innocently.’ * * * We are thus bound by Supreme Court precedent to reject EchoStar’s good faith arguments and its reliance upon opinions of counsel. Although a defendant’s diligence and good faith efforts are not a defense to contempt, these factors may be considered in assessing penalties, a matter as to which the district court has considerable discretion. * * * However, the district court was correct in rejecting EchoStar’s good faith arguments in deciding whether a violation had occurred.”

Overturning Two-Step Analysis of KSM
With respect to the two-step analysis of KSM, the Federal Circuit en banc concluded that “KSM’s two-step inquiry has been unworkable and now overrule that holding of KSM. KSM crafted a special rule for patent infringement cases, in that it required a threshold inquiry on the propriety of initiating a contempt proceeding. We recognize now that that inquiry confuses the merits of the contempt with the propriety of initiating contempt proceedings. Moreover, as a practical matter, district courts do not separately determine the propriety of a contempt proceeding before proceeding to the merits of the contempt itself.”

The Federal Circuit concluded en banc that district courts had broad discretion to decide whether to proceed through a contempt proceeding or through a new trial:  “As a result, we will telescope the current two-fold KSM inquiry into one, eliminating the separate determination whether contempt proceedings were properly initiated. That question, we hold, is left to the broad discretion of the trial court to be answered based on the facts presented.”
 

The Federal Circuit concluded en banc that, as with other areas of the law, on appeal review was limited to whether the injunction was enforceable and violated, and whether the sanctions awarded were proper.  Whether or not choosing to proceed through contempt proceedings or a new trial was proper or not, according to the court, is not a defense:  “As with appeals from findings of civil contempt in other areas of law, we will only review whether the injunction at issue is both enforceable and violated, and whether the sanctions imposed were proper. Allegations that contempt proceedings were improper in the first instance do not state a defense to contempt.”

The Federal Circuit explained that “[w]hat is required for a district court to hold a contempt proceeding is a detailed accusation from the injured party setting forth the alleged facts constituting the contempt.”  The Federal Circuit also explained that “[a]s to the question whether an injunction against patent infringement has been violated, courts should continue to employ a ‘more than colorable differences’ standard as discussed below.”

The Federal Circuit concluded that the district court here had not abused its discretion in evaluating whether the redesigned products continued to infringe through a contempt proceeding:  “Given its familiarity with the parties, the patent at issue, and the infringing products, we do not find an abuse of discretion in the district court’s decision to hold contempt proceedings.”

The “Colorable Differences” Analysis

The Federal Circuit gave the courts some guidelines in applying the “colorable differences” analysis.

First, “party seeking to enforce the injunction must prove both that the newly accused product is not more than colorably different from the product found to infringe and that the newly accused product actually infringes” - The Federal Circuit noted that “[t]he Supreme Court has cautioned that contempt ‘is a severe remedy, and should not be resorted to where there is a fair ground of doubt as to the wrongfulness of the defendant’s conduct.’ * * * We have previously interpreted that inquiry in patent cases as one of colorable differences between the newly accused product and the adjudged infringing product. * * * Thus, the party seeking to enforce the injunction must prove both that the newly accused product is not more than colorably different from the product found to infringe and that the newly accused product actually infringes.”

Second, the analysis must focus on the differences between the products.  The Federal Circuit en banc concluded that “the contempt analysis must focus initially on the differences between the features relied upon to establish infringement and the modified features of the newly accused products.”

Third, the question is whether the redesigned product is so different that it raises a fair ground of doubt whether the accused infringer’s conduct was wrongful.  The Federal Circuit explained that “[t]he primary question on contempt should be whether the newly accused product is so different from the product previously found to infringe that it raises ‘a fair ground of doubt as to the wrongfulness of the defendant’s conduct.’ ”

Fourth, the analysis should focus on those elements the patentee previously contended and proved satisfied specific claim limitations.  The Federal Circuit explained that “[t]he analysis must focus not on differences between randomly chosen features of the product found to infringe in the earlier infringement trial and the newly accused product, * * * but on those aspects of the accused product that were previously alleged to be, and were a basis for, the prior finding of infringement, and the modified features of the newly accused product. Specifically, one should focus on those elements of the adjudged infringing products that the patentee previously contended, and proved, satisfy specific limitations of the asserted claims. 

Fifth, were the modifications from the original product “significant”?  The Federal Circuit explained that “[w]here one or more of those elements previously found to infringe has been modified, or removed, the court must make an inquiry into whether that modification is significant. If those differences between the old and new elements are significant, the newly accused product as a whole shall be deemed more than colorably different from the adjudged infringing one, and the inquiry into whether the newly accused product actually infringes is irrelevant. Contempt is then inappropriate.”

Sixth, whether a modification is “significant” or not depends on the nature of the products, but requires reviewing the prior art to determine whether a modification involves using prior art elements in a manner which would have been obvious to one of ordinary skill in the art.  The Federal Circuit explained that “[t]he significance of the differences between the two products is much dependent on the nature of the products at issue. The court must also look to the relevant prior art, if any is available, to determine if the modification merely employs or combines elements already known in the prior art in a manner that would have been obvious to a person of ordinary skill in the art at the time the modification was made. A nonobvious modification may well result in a finding of more than a colorable difference.”

In a footnote, the Federal Circuit cautioned that it was not suggesting that the law of obviousness should control:  “We do not suggest that the law on obviousness is binding in contempt proceedings, where, in most cases, a single limitation that has been modified by an infringer is at issue. However, the innovative significance of the modification is best viewed in light of the existing art and from the perspective of one of ordinary skill in the art.”

Comment:  It is believed that the Federal Circuit in the fifth and sixth points has not clarified the law, but rather muddled it.  

Under the court’s preceding rationale, if a modification is “significant” then the redesigned product represents “more than a colorable difference” from the product previously found to infringe, and a finding of contempt is improper.  The court, though, properly recognized that simply saying that a modification must be “significant” does not give any guidance without additionally addressing “significant” as to what?  That is – must the difference be “significant” to the question of infringement – or, functionality – or, what?

The court in this portion of the opinion is attempting to explain “significant” as to what.

Since the question is whether the redesigned product continues to infringe, it would seem intuitive that the differences must be “significant” on the question of infringement.  After all, as noted at the outset of this portion of the court’s opinion, the question vis-à-vis contempt is whether the differences between the product found to infringe and the redesigned product raise “a fair ground of doubt as to the wrongfulness of the defendant’s conduct.”  

In Cal. Artificial Stone Paving Co. v. Molitor,
 the 1885 Supreme Court case in which the above quotation appears, the patentee of a patent drawn to certain concrete paving sued and obtained an injunction against further infringement.  The defendant then modified the manner in which the concrete paving was laid.  The patentee later sought a finding of contempt.  The proceeding was from the “Circuit Court of the United States for the District of California.”  The judges of that court apparently disagreed whether the modified manner of laying pavement continued to infringe, and certified that question to the Supreme Court.  The Supreme Court, after noting that the record did not provide sufficient information to decide that issue, dismissed and remanded the case.  In the course of doing so, the Supreme Court wrote at the very end of its opinion:

If the judges disagree there can be no judgment of contempt; and the defendant must be discharged. The complainant may then either seek a review of that decision in this court, or bring a new suit against the defendant for the alleged infringement. The latter method is by far the most appropriate one where it is really a doubtful question whether the new process adopted is an infringement or not. Process of contempt is a severe remedy, and should not be resorted to where there is fair ground of doubt as to the wrongfulness of the defendant's conduct.

In that context, “the wrongfulness of the defendant’s conduct” referred to whether the redesigned method continued to infringe.
However, earlier in the TiVo opinion, the Federal Circuit rejected the view that the differences should be evaluated vis-à-vis infringement – or, at least solely so.  The Federal Circuit wrote:  “Today, we reject that infringement-based understanding of the colorably different test. Instead of focusing solely on infringement, the contempt analysis must focus initially on the differences between the features relied upon to establish infringement and the modified features of the newly accused products.”

The Federal Circuit explained that “the party seeking to enforce the injunction must prove both [1] that the newly accused product is not more than colorably different from the product found to infringe and [2] that the newly accused product actually infringes.”  Namely, the question whether the redesigned product actually infringes or not is a second step.

A finding of contempt then requires that (1) the redesigned product is not more than colorably different from the infringing product – meaning that there is no “fair doubt” vis-à-vis infringement, and (2) the redesigned product actually continues to infringe (because if it did not, there would have been no violation of the court’s injunction).

What that also means, of course, is that a party may be found “not in contempt” for violating an injunction, even if the redesigned product actually continues to infringe, if there is a “fair doubt” vis-à-vis infringement.  All of that makes sense.

Black’s Law Dictionary defines contempt in part as “the failure or refusal of a party to obey a lawful order.”  Black’s Law Dictionary 319 (6th ed. 1990).  In the case of civil contempt, the violation need not be willful or intentional, as the Federal Circuit noted.  Although, as the court held, “good faith” is not a defense to a charge of contempt, in a roundabout way a type of “objective reasonableness” nevertheless continues to play a part.  If a defendant, such as EchoStar here, redesigns a product to avoid infringement, and then sells that product, the question of contempt initially rests on whether there is “a fair ground of doubt as to the wrongfulness of the defendant’s conduct.”

The Federal Circuit then equates “fair ground of doubt” to the degree of colorable differences between the redesigned product and the infringing product (“We have previously interpreted that inquiry in patent cases as one of colorable differences between the newly accused product and the adjudged infringing product.”).

The Federal Circuit then equates the degree of “colorable differences” to whether those differences are “significant”  (“If those differences between the old and new elements are significant, the newly accused product as a whole shall be deemed more than colorably different from the adjudged infringing one, and the inquiry into whether the newly accused product actually infringes is irrelevant.”).

Thus, according to that rationale, if the differences are “significant” then those differences are more than colorably different, and that means those differences raise a “a fair ground of doubt as to the wrongfulness of the defendant’s conduct.”  If there is such “fair ground of doubt,” then a finding of contempt should not ensue.

Although it is true that “whether the newly accused product actually infringes is irrelevant” at this juncture, it would seem that whether the differences are “significant” or not simply has to rest on “significant” in terms of continued infringement or not.  Namely, it seems inescapable that a district court must determine, based on the materials presented by the parties, whether there is “fair doubt” that the redesigned products infringe or not.

In short, it would seem that if there is “fair doubt” that the redesigned products continue to infringe, then a citation for contempt should not issue, and the court does not reach the issue of whether the redesigned products actually infringe.  The patentee can then file a new suit for infringement.  On the other hand, if there is no “fair doubt” that the redesigned products continue to infringe, then a citation for contempt may issue after further concluding that the redesigned products do, in fact, continue to infringe.

And that would appear to be workable.  If the trial court determines that it has “fair doubt” whether the redesigned products continue to infringe, then the motion for contempt is dismissed (which would not be an appealable order) and the patentee can file a suit for infringement if the patentee so chooses.  If, on the other hand, the trial court determines that it does not have a “fair doubt” whether the redesigned products continue to infringe, then the trial court may proceed to determine whether the redesigned products actually infringe.  If so, a citation for contempt may issue.  On appeal, the Federal Circuit will then examine only whether the redesigned products do, in fact, continue to infringe, i.e., whether there was a violation of the injunction – as the Federal Circuit held.
The Federal Circuit, though, took a different route in its sixth point on the question of “significance.”

When the Federal Circuit says that one must “look to the relevant prior art, if any is available, to determine if the modification merely employs or combines elements already known in the prior art in a manner that would have been obvious to a person of ordinary skill in the art at the time the modification was made,” and “[a] nonobvious modification may well result in a finding of more than a colorable difference,” that seems to suggest that a “design around” must itself represent a patentable improvement – or, at least be “innovative.”

In short, according to the Federal Circuit, a district court, in examining a redesigned product and the differences from the infringing product, in the course of deciding whether it has a “fair doubt” whether the redesigned product continues to infringe or not, must evaluate how “innovative” the differences are in light of the prior art.

In the foregoing footnote, for example, the Federal Circuit denies that it is superimposing the law of obviousness to contempt proceedings, but adds that “the innovative significance of the modification is best viewed in light of the existing art and from the perspective of one of ordinary skill in the art.”  In other words, the “design around” must be “significant” in terms of innovation.

But that has never been the law.  A “design around” is simply that – a design that avoids the claims and thus does not infringe.  Whether a “design around” is “innovative” or not should be irrelevant.

Further, a “design around” – almost by definition – is not “innovative.”

A claim to be valid must define an invention that is both novel and non-obvious over the prior art.  Claims, of course, vary widely and the novelty and non-obviousness may arise from the collection of claim limitations as a whole.  However, there are certainly those claims that depend for their novelty and non-obviousness on one or two limitations.  In classic “design around,” those one or two limitations may be avoided by using “parts and pieces” known in the prior art.  The result may be a product that is not “as good as” the patented product in terms of functionality or otherwise, but may nevertheless represent a suitable competitive product.

One of the underlying reasons why the law encourages “design arounds” is the development of new technology.  And, of course, a “design around” may, in fact, be innovative and itself patentable.  However, that is not a requirement.  The only requirement is that the “design around” avoids infringing a valid claim.  The other underlying reason the law encourages “design arounds” is that competitors should be free to introduce competitive products – so long as such products avoid infringing a valid claim.  A competitor may do so by designing a product that uses “parts and pieces” all known in the prior art, and combined so as not to infringe a valid claim.  Such a product may not be “innovative” or itself patentable.  But if the design around avoids the claims, that alone is sufficient.

By first rejecting the view that the “significance” of differences between a redesigned product and an infringing product is not measured “solely” by the impact on the question of infringement, and by secondly referring to “significance” in terms of “innovative significance,” it is believed that the Federal Circuit has muddled the law of “design arounds.”  Additionally, the Federal Circuit has compounded the district court’s task by requiring the court to determine whether differences between a redesigned product and an infringing product are “innovative” or not.  Again, whether a redesigned product is “innovative” or not should be irrelevant, provided the redesigned product avoids the claims.  A district court can clearly decide whether it has a “fair doubt” whether a redesigned product continues to infringe or not.  If the court has such “fair doubt,” then it can deny a request for a citation of contempt.  If the court does not have such “fair doubt,” then the court can proceed to the next step of deciding whether the redesigned product actually infringes or not, either through a contempt proceeding or through a new trial – at the discretion of the court.

Seventh, the trial court may receive expert testimony on the “innovative significance” of the differences.  Following on the court’s foregoing comments that the trial court must “determine if the modification merely employs or combines elements already known in the prior art in a manner that would have been obvious to a person of ordinary skill in the art at the time the modification was made” and “the innovative significance of the modification is best viewed in light of the existing art and from the perspective of one of ordinary skill in the art,” the Federal Circuit added that “[w]here useful, a district court may seek expert testimony in making the determination.”

Eighth, “legitimate” design-around efforts encourage further innovation.  The Federal Circuit reasoned that “[t]he analysis may also take account of the policy that legitimate design-around efforts should always be encouraged as a path to spur further innovation. State Indus. Inc. v. A.O. Smith Corp., 751 F.2d 1226, 1236 (Fed. Cir. 1985) (‘One of the benefits of a patent system is the so-called “negative incentive” to “design around” a competitor’s products’).”

Comment:  These two factors seem to further compound the problem discussed in the comment above.  And unduly complicate what could be a relatively straightforward analysis.

As noted above, the Federal Circuit at the outset overruled the two-step analysis of KSM.  According to the en banc court in TiVo, when a product has been redesigned, the district court has broad discretion to decide the question whether the redesigned product continues to infringe through either a contempt proceeding or a new trial.  And, the Federal Circuit concluded that whether the district court chose the proper procedure or not would not constitute a defense to a finding of contempt, although the district court’s decision could be reviewed under an abuse of discretion standard (“Thus, we decline to address EchoStar’s argument that the district court, applying the old KSM standard, improperly held contempt proceedings in this case, although we note that there may be circumstances in which the initiation of contempt proceedings would constitute an abuse of discretion by the district court”
).

The Federal Circuit also wrote that “[a]s to the question whether an injunction against patent infringement has been violated, courts should continue to employ a ‘more than colorable differences’ standard as discussed below.”

However, in the discussion of the “more than colorable differences” standard, the Federal Circuit, as noted above, concluded that the district court must determine whether the differences between the redesigned product and the infringing product are “significant.”  But from the discussion in the opinion, “significant” equates to “more than colorable difference” which in turn equates to “fair doubt” and “fair doubt” relates to whether the redesigned product continues to infringe or not.

But, as further noted above, the Federal Circuit rejected the view that “significance” should be judged “solely” by the impact of the differences on the question of infringement – despite that it seems clear that the question of “fair doubt” must relate to the question of whether the redesigned product continues to infringe.

Rather, the Federal Circuit wrote that the “significance” of the differences should be judged by reference to the prior art, and whether those differences would have been obviousness or not to one of ordinary skill in the art at the time those differences were made.  And the court referred to “the innovative significance of the modification.”  Namely, the more innovative, the more “significant” the modification.

Building on all of that, the Federal Circuit in factors seven and eight say that the district court may receive expert testimony, and that the analysis of “significance” “may also take account of the policy that legitimate design-around efforts should always be encouraged as a path to spur further innovation.”

Several comments are appropriate.  First, in context, the expert testimony apparently is to assist the district court in deciding whether the differences between the redesigned product and the infringing product are “innovative” – not whether the redesigned products continue to infringe or not.  But, again, the question should be whether the district court has a “fair doubt” vis-à-vis whether the redesigned products continue to infringe – and how “innovative” the differences are should be irrelevant.  Indeed, that was the Federal Circuit’s actual analysis in TiVo as discussed further below.

Second, the Federal Circuit refers to “legitimate design-around efforts should always be encouraged as a path to spur further innovation.” (emphasis added) Are there “illegitimate” design-around efforts?  Of course not.  The sole question is whether a design around successfully avoided the claims.  Doing so promotes competition – and sometimes spurs innovation – but a successful design around may consist of old and well-known “parts and pieces” all arranged as known in the art, and have not one whit of “innovation.”
Ninth, determining differences between a redesigned product and an infringing product is a question of fact.  The Federal Circuit reasoned that “[b]ut an assertion that one has permissibly designed around a patent should not be used to mask continued infringement. Determining the requisite level of difference is a question of fact.”

Tenth, if the district court decides that a redesigned product is no more than colorably different from the infringing product, the court must then decide whether the redesigned product actually infringes.  The Federal Circuit wrote:  “Conversely, when a court concludes that there are no more than colorable differences between the adjudged infringing product and modified product, a finding that the newly accused product continues to infringe the relevant claims is additionally essential for a violation of an injunction against infringement.”

In doing so, the Federal Circuit explained that “[t]hus, the court is required to evaluate the modified elements of the newly accused product against the asserted claim, on a limitation by limitation basis, to ensure that each limitation continues to be met. In making this infringement evaluation, out of fairness, the district court is bound by any prior claim construction that it had performed in the case.”

The Federal Circuit also explained the burden of proof:  “The patentee bears the burden of proving violation of the injunction by clear and convincing evidence, a burden that applies to both infringement and colorable differences.”
  The Federal Circuit added that “[a]s with other factual determinations, both findings are reviewed for clear error.”

The Federal Circuit further explained that “[w]here the court finds a violation and awards sanctions, such a sanctions award is reviewable for an abuse of discretion.”

Comment:  Earlier in the opinion, the Federal Circuit wrote that “[w]hat is required for a district court to hold a contempt proceeding is a detailed accusation from the injured party setting forth the alleged facts constituting the contempt. As with appeals from findings of civil contempt in other areas of law, we will only review whether the injunction at issue is both enforceable and violated, and whether the sanctions imposed were proper. Allegations that contempt proceedings were improper in the first instance do not state a defense to contempt.”

When the Federal Circuit, though, says that “[d]etermining the requisite level of difference is a question of fact” and that “[t]he patentee bears the burden of proving violation of the injunction by clear and convincing evidence, a burden that applies to both infringement and colorable differences,” which are then reviewed for clear error, that appears to conflict – at least potentially and in part – with the earlier statement that “we will only review whether the injunction at issue is both enforceable and violated.”

The issue will only reach the Federal Circuit if the district court has issued a contempt citation meaning that the district court has determined that it has no “fair doubt” (the differences are not “significant” meaning not more than colorably different) and secondly that the redesigned products continue to infringe.  If the district court determines that it has “fair doubt,” then the district court will not issue a contempt citation, will not decide whether the redesigned product actually infringes, and those decisions are likely not appealable.

When the Federal Circuit wrote that the patentee bore the burden of proving, by clear and convincing evidence, “both infringement and colorable differences” it is not immediately clear what the court is referring to, although that is consistent with the court’s earlier statement that “[a]s to the question whether an injunction against patent infringement has been violated, courts should continue to employ a ‘more than colorable differences’ standard as discussed below.”

The point is, according to the opinion, when a patentee asserts that a defendant should be held in contempt for violating an injunction by selling a redesigned product, the fundamental issues are (1) whether the injunction satisfies the requirements for being a lawful injunction (i.e., is definite etc.), and (2) whether the defendant violated that injunction.  An injunction against future infringement is violated by – future infringement.  If there is no future infringement, then there is no violation and no contempt.

According to the opinion, “the party seeking to enforce the injunction must prove both [1] that the newly accused product is not more than colorably different from the product found to infringe and [2] that the newly accused product actually infringes.”  The Federal Circuit also noted that “[w]hat is required for a district court to hold a contempt proceeding is a detailed accusation from the injured party setting forth the alleged facts constituting the contempt.”

So – assuming that the patentee provides “a detailed accusation” “setting forth the alleged facts constitute the contempt,” i.e., the continued infringement by the redesigned product, the district court, per TiVo, has broad discretion whether to proceed via a contempt proceeding or a new trial.  The district court can decline to issue a contempt citation if (1) the patentee has not provided “a detailed accusation” “setting forth the alleged facts constitute the contempt,” or (2) after reviewing the patentee’s submissions (and presumably submissions by the defendant as well) that the court has “fair doubt.”  As discussed in comments above, the Federal Circuit in TiVo equated “fair doubt” with “more than colorably different” in turn equated with “significant” differences that were “innovative.”  

As urged above, whether differences between the redesigned products and the infringing products were “significant” or not should turn on whether such differences were “significant” in terms of infringement.  However, the Federal Circuit wrote that whether such differences were “significant” or not should be evaluated against the backdrop of the prior art, and the district court should decide whether such differences were “innovative.”

Suppose the district court decides that the differences were “innovative.”  That then translates into a finding that the differences were “significant” – meaning “more than a colorable difference” in turn meaning a “fair doubt.”  The same would hold true if the district court simply decided that it had a “fair doubt” whether the redesigned products continued to infringe.  In both instances, the district court would dismiss the patentee’s request for a finding of contempt – and that dismissal would likely not be appealable because the patentee can then proceed through a new case charging that the redesigned products infringe.

If, on the other hand, the district court decides that the differences were not “innovative” (or that the district court did not have a “fair doubt” whether the redesigned products continued to infringe), then the district court must proceed to the second issue, namely whether in fact the redesigned products actually infringed.  If the district court (either in the context of a contempt proceeding or a new trial) concluded that the redesigned products continued to infringe (or did not continue to infringe), a final judgment thereon would be appealable.  But the issue on appeal would be whether the redesigned products actually infringe or not.  

Thus, when the Federal Circuit wrote that the patentee bore the burden of proving, by clear and convincing evidence, “both infringement and colorable differences,” insofar as “colorable differences” are concerned, that must mean that a district court can deny a motion by a patentee to hold a defendant in contempt if the patentee has not provided clear and convincing evidence that the differences between a redesigned product and an infringing product are not significant (or just “colorable differences” or that there should be no “fair doubt” that the redesigned products continue to infringe).  However, it would seem that once a district court actually issues a contempt citation (which necessarily includes an ultimate conclusion that the redesigned products infringe), the issue on appeal is whether the redesigned products do, in fact, continue to infringe.

When the Federal Circuit added that “[a]s with other factual determinations, both findings are reviewed for clear error,” it is not apparent how the Federal Circuit would ever review the patentee’s proof vis-à-vis “colorable differences” absent a finding that the redesigned products infringed – and at that stage any issues vis-à-vis “colorable differences” would seem to have merged with the ultimate issue of continued infringement.
Remand to Reconsider Whether Infringement Provision Was Violated
As noted above, the Federal Circuit held that district court should focus “on those aspects of the accused product that were previously alleged to be, and were a basis for, the prior finding of infringement, and the modified features of the newly accused product. Specifically, one should focus on those elements of the adjudged infringing products that the patentee previously contended, and proved, satisfy specific limitations of the asserted claims. Where one or more of those elements previously found to infringe has been modified, or re-moved, the court must make an inquiry into whether that modification is significant.”

Here, the district court had focused on a different feature, which resulted in a remand.

TiVo had relied on a “start code detection feature” in urging that feature met the “parsing” limitation in the software claims.  EchoStar had replaced that feature with a “statistical estimation” feature.  In urging contempt, TiVo relied on a different feature as satisfying the “parsing” limitation, namely a “PID filter.”  The district court concluded that EchoStar had conceded that conceded that the “PID filter” performed a type of parsing, and accordingly found EchoStar in contempt.

The Federal Circuit concluded that accordingly a remand was necessary:  “Our holding today requires that those issues be determined on remand because the statistical estimation feature is the replacement for a feature that had been previously alleged to be infringing. As noted, the district court’s determination that the modified devices are in fact infringing would be irrelevant to the question whether the injunction has been violated if the differences between the two features at issue are indeed significant, thus rendering the new devices more than colorably different from the original ones. It is also possible that, in a new infringement proceeding, a fact finder could conclude that the PID filter in EchoStar’s redesigned device meets the ‘parsing’ limitation and that the devices continue to infringe the asserted claims, but that should not be decided in a contempt proceeding.”

Violation of the Disablement Provision

With respect to the disablement provision of the injunction, the Federal Circuit en banc majority rejected EchoStar’s arguments that the injunction was overly broad or too vague.

EchoStar urged that a natural reading of “disable the DVR functionality * * * in * * * the Infringing Products” meant that EchoStar was only required to disable products that infringed, and because the redesigned products did not infringe, there was nothing to disable.

The district court, however, construed the provision as requiring disabling DVR functionality in all of the identified receivers regardless whether modifications had been made to the software.  EchoStar urged that the language of the injunction did not give it fair notice of that interpretation.

The Federal Circuit en banc majority rejected that argument, concluding that EchoStar had waived an ambiguity challenge by not raising it earlier:  “We reject EchoStar’s argument that vagueness can operate as a defense to the district court’s holding of contempt here. Under the Federal Rules of Civil Procedure, ‘[e]very order granting an injunction * * * shall be specific in terms [and] shall describe in reasonable detail, and not by reference to the complaint or other document, the act or acts sought to be restrained.’ * * * Rule 65(d) ‘was designed to prevent uncertainty and confusion on the part of those faced with injunctive orders, and to avoid the possible founding of a contempt citation on a decree too vague to be understood.’ * * * Thus, the judicial contempt power is a potent weapon that cannot be founded upon ‘a decree too vague to be understood.’ * * * On the other hand, where a party faced with an injunction perceives an ambiguity in the injunction, it cannot unilaterally decide to proceed in the face of the injunction and make an after-the-fact contention that it is unduly vague.”
 (emphasis added)

The Federal Circuit en banc majority reasoned that in cases such as this, “where a party has bypassed opportunities to present its asserted vagueness claim on appeal or through a motion to clarify or modify the injunction, the party cannot disregard the injunction and then object to being held in contempt when the courts conclude that the injunction covered the party’s conduct.”

The dissent argued that a finding of contempt was improper if the defendant later proposed an interpretation of the injunction that allowed the challenged conduct.  The Federal Circuit en banc majority rejected the same:  “The dissent cites our precedent and several cases from our sister circuits to argue that contempt is improper, even in the absence of a direct appeal, if the contemnor can later propose an interpretation of the injunction that allows the conduct on which the contempt allegation is based. Given the strained nature of EchoStar’s proposed reading of the disablement provision and the fact that it had ample notice of the proposed terms of the injunction as well as a full and fair opportunity to litigate the issue, we do not find the law cited by the dissent persuasive on the facts before us.”

The Federal Circuit en banc majority also rejected EchoStar’s argument that the injunction was overbroad because it would prohibit non-infringing activity:  “We disagree and conclude that a broad reading of the disablement provision to include all DVR functionality is not ‘unnatural’ and that having failed to raise the issue on direct appeal, EchoStar is now barred from using it as a defense to the district court’s finding of contempt.”

According to the Federal Circuit en banc majority, “Supreme Court precedent is clear on the issue. The time to appeal the scope of an injunction is when it is handed down, not when a party is later found to be in contempt.”
  The majority concluded that EchoStar had waived a right to challenge the injunction as being overbroad.

Dissent-in-Part
Judge Dyk dissented-in-part, and that dissent was joined by Chief Judge Rader, and Judges Gajarsa, Linn and Prost.  In particular, Judge Dyk et al. joined in Parts A(1)–(3)(a) of the majority decision (rejecting good faith as a defense to contempt, overruling the two-step analysis of KSM, and the discussion of the “colorable differences” analysis), and dissented from parts A(3)(b) and B (namely, application of the “colorable differences” analysis in this case, and affirming the district court’s finding of contempt vis-à-vis the disablement provision).  The dissent particularly focused on the disablement provision.

Judge Dyk wrote that “[i]n my view, the disablement provision does not bar the installation of modified software that renders the devices non-infringing, and, even if the provision were unclear, an unclear injunction cannot be the basis for contempt. The majority’s holding that lack of clarity provides no defense is inconsistent with established law reflected in numerous decisions of the Supreme Court, our own court, and our sister circuits.”
  Judge Dyk dissented from the remand urging that the infringement provision of the injunction was not violated.

Judge Dyk urged that two principles were well established:  “The first of these was that accused infringers were encouraged to design around patent claims to achieve non-infringing products and methods.”
  “The second was that contempt sanctions could not be imposed for the violation of an injunction that failed to provide sufficient clarity.”
  Judge Dyk urged that the en banc majority had violated both.

Judge Dyk reasoned that the district court’s and majority’s interpretation of the disablement provision essentially prohibited design arounds.  Judge Dyk secondly urged that “The question here is not whether the injunction is invalid because it is vague. The question is whether contempt is appropriate where the injunction does not clearly prohibit the challenged conduct. The Supreme Court, our own court, and our sister circuits have clearly answered that question in the negative: An accused party cannot be held in contempt for violating an injunction which does not clearly reach the accused conduct. This is so because contempt is improper where there is ‘a fair ground of doubt’ as to whether the defendant’s conduct is barred by the injunction.”

Judge Dyk reasoned that “TiVo was obligated to show that the injunction clearly prohibited the substitution of new non-infringing software. It did not remotely satisfy this burden. Under such circumstances, contempt is improper because there is at least a fair ground of doubt as to the wrongfulness of EchoStar’s conduct.”

Judge Dyk disagreed that a remand was necessary reasoning that “[h]ere, it is undisputed that the feature found to satisfy the ‘parsing’ limitation—the start-code-detection feature—was removed from EchoStar’s modified products. Further, TiVo does not argue that the start-code detection feature was merely replaced with a solution that was known in prior art. The statistical-estimation feature, which replaced the start-code-detection feature, was not present in original software and was not earlier viewed by TiVo as being capable of performing the required function. In fact, TiVo had earlier characterized the start-code detection feature, which was removed, as ‘required for a viable DVR.’ * * * Therefore, it is clear that the statistical-estimation feature is more than substantially different from the start-code-detection feature.  Because the sole feature accused of satisfying the parsing limitation was removed from the modified product and replaced with a feature that is both substantially different and a solution not known in the prior art, the two products are necessarily more than colorably different on the basis of the parsing limitation alone. As a result, the infringement provision of the injunction was not violated and there is no need for a remand.”

2. Court Refuses to Vacate Decision After Parties Settle Case [image: image610.png]


 
In a non-precedential order in TiVo Inc. v. EchoStar Corp.,
 the Federal Circuit refused to grant the parties joint motion to dismiss the appeal due to a settlement.

The Federal Circuit issued its en banc decision on April 20, 2011.  On May 2, 2011, after the court’s opinion, but before the court issued its mandate, the parties advised that they had settled the case on April 29, 2011, and requested that the appeal be dismissed.  The Federal Circuit refused.

The Federal Circuit noted that “[a]lthough the parties do not ask us to vacate our decision, at this stage, days before issuance of a mandate, we determine that granting the motion to dismiss, which would result in a modification or vacatur of our en banc judgment, is neither required nor a proper use of the judicial system.”  The Federal Circuit further noted, however, that “[t]he parties are of course free upon our remand to the district court to request that the district court dismiss the complaint and vacate its previously imposed sanctions because they have settled the underlying matter. However, consistent with our sister circuits, we conclude that we should not dismiss the appeal after it has been decided.”

XX. LICENSES
A. Court Concludes: “[W]here * * * continuations issue from parent patents that previously have been licensed as to certain products, it may be presumed that, absent a clear indication of mutual intent to the contrary, those products are impliedly licensed under the continuations as well. If the parties intend otherwise, it is their burden to make such intent clear in the license. It is well settled that parties are free to contract around an interpretive presumption that does not reflect their intentions”:

Implied License is Based on Disclosure, Not Claims, On Rationale Claims Cannot Exceed Scope of Disclosure [image: image611.png]
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In General Protecht Group, Inc. v. Leviton Manufacturing Co., Inc.,
 the Federal Circuit affirmed the grant of a preliminary injunction enforcing a forum selection clause in a settlement agreement, and further concluded that the settlement agreement granted an implied license for continuations of the patents listed in the settlement agreement.

Leviton and GPG manufactured ground fault circuit interrupters (CFCIs).  Leviton sued GPG (and others) in 2004 and ’05 in the District of New Mexico for infringement of two patents – the ‘558 and ‘766 patents.  In 2007, the parties settled that suit with a Settlement Agreement that provided, inter alia:

2.1 * * * Leviton also hereby covenants not to sue (1) Defendants * * * for alleged infringement of the ’558 and/or ’766 patents based on the Dongzheng products currently accused of infringement * * * and (2) Defendants * * * for alleged infringement of the ’558 patent and/or the ’766 patent with respect to an anticipated future new GFCI product that Defendant Dongzheng has indicated its intent to market in the U.S. in the future, provided however that [the future product conforms to a submitted design].

Additionally, the Settlement Agreement contained a forum selection clause designating the District of New Mexico as the “sole” venue for litigating disputes arising out of the Settlement Agreement:
Any dispute between the Parties relating to or arising out of this [Settlement Agreement] shall be prosecuted exclusively in the United States District Court for the District of New Mexico. The Parties consent to the venue and jurisdiction of such court for this purpose.

Leviton, in 2010, filed a complaint with the ITC alleging infringement by GPG and its U.S. distributors of two patents – the ‘124 and ‘151 patents – that issued on continuation applications from the two patents covered by the above Settlement Agreement.  Leviton also filed suit against GPG and others in the Northern District of California alleging infringement of the same two patents.

GPG told Leviton that GPG believed it had a license to practice the asserted patents under the Settlement Agreement, and that Leviton was required to bring suit in the District of New Mexico.  After the parties were unable to agree, GPG filed suit in the District of New Mexico seeking a declaratory judgment for breach of contract, non-infringement, and invalidity.  GPG further moved for a TRO and a preliminary injunction precluding Leviton from litigating the claim outside the District of New Mexico.

The New Mexico district court granted the preliminary injunction finding, inter alia, that GPG had a likelihood of success on the implied license defense (which triggered the forum selection clause), and also that the other preliminary injunction factors, i.e., irreparable harm, balance of hardships, and public interest, favored grant of the preliminary injunction.  The Federal Circuit affirmed.

The Federal Circuit first held that the forum selection clause clearly applied under Texas Instruments Inc. v. Tessera Inc.
  The Federal Circuit reiterated that:

In Texas Instruments, this court held that “[p]atent infringement disputes do arise from license agreements” and that where “the governing law clause of the license agreement is not limited to license related issues such as the amount of royalty due, term of agreement, and cross licensing[, that clause,] * * * as in any patent license agreement, necessarily covers disputes concerning patent issues.” 231 F.3d at 1331. This case presents a non-frivolous dispute regarding the scope of a patent license. The outcome of that dispute will determine whether the patentee can sustain its suit for infringement. Thus, there is no question in this case that the dispute “relates to or arises out of” the Settlement Agreement. The forum selection clause therefore applies, and the district court did not abuse its discretion in granting the preliminary injunction on that basis.

With respect to the implied license, the Federal Circuit viewed the “controlling case” to be TransCore v. Electronic Transaction Consultants Corp.,
 decided in 2009.  In TransCore, the parties had settled a prior case under a settlement agreement that provided:

[TransCore] hereby agrees and covenants not to bring any demand, claim, lawsuit, or action against MARK IV for future infringement of [the asserted patents] for the entire remainder of the terms of the respective [patents]. This Covenant Not To Sue shall not apply to any other patents issued as of the effective date of this Agreement or to be issued in the future.

* * *
TransCore * * * fully and forever release[s], discharge[s] and dismiss[es] all claims, demands, actions, causes of action, liens and rights, in law or in equity (known, unknown, contingent, accrued, inchoate or otherwise), existing as of June 26 2001, that [it has] against MARK IV * * * but excluding any claims for breach of this Agreement. No express or implied license or future release whatsoever is granted to MARK IV or to any third party by this Release.

TransCore later sued Electronic Transaction Consultants Corp. (ETC) for infringement of three of the same patents covered by the settlement agreement, and one additional “related patent” that was pending before the Patent and Trademark Office but had not yet issued at the time of the TransCore-Mark IV settlement.

The Federal Circuit concluded that the “related patent” was impliedly licensed and that implied license exhausted TransCore’s rights vis-à-vis the Mark IV technology being installed by ETC.
Leviton argued that TransCore did not control because “(1) TransCore is limited to cases where the claims of the continuation are broader than and therefore necessary to practice the claims of the expressly licensed patents; (2) the manifest mutual intent of the parties in the present case was to convey narrower rights than were conveyed in TransCore such that no license can be implied here; and (3) such a result conflicts with this court’s holding in the earlier decided case of Jacobs v. Nintendo of America, 370 F.3d 1097 (Fed. Cir. 2004).”  The Federal Circuit disagreed.

As to the effect of TransCore, Leviton urged that at least some of the asserted claims in the continuations were narrower than the previously asserted claims, and did not “derogate” from the right to practice the licensed claims.  The Federal Circuit rejected that argument, reasoning that:

Leviton cannot deny, however, that the newly asserted continuations are based on the same disclosure as the previously licensed patents and that, by definition, the continuations can claim no new invention not already supported in the earlier issued patents. Moreover, the same products accused in the earlier suit are accused here.

TransCore prohibits a patent licensor from derogating from rights granted under the license by “taking back in any extent that for which [it] has already received consideration.” * * * In this case, Leviton’s actions have unquestionably derogated from GPG’s rights under the Settlement Agreement. The same products were accused. The same inventive subject matter was disclosed in the licensed patents. If Leviton did not intend its license of these products to extend to claims presented in continuation patents, it had an obligation to make that clear.
 (emphasis added)

Thus, the Federal Circuit reasoned that because, in its view, “the continuations can claim no new invention not already supported in the earlier issued patents,” the scope of the implied license extended to the disclosed invention.  Although here there was the additional fact that the same products accused in the prior action were accused here.

The Federal Circuit continued by adopting a “presumption” that a license to parent patents includes continuations as well, unless there is a “clear” indication to the contrary:
From our holding in TransCore it reasonably follows that where, as here, continuations issue from parent patents that previously have been licensed as to certain products, it may be presumed that, absent a clear indication of mutual intent to the contrary, those products are impliedly licensed under the continuations as well. If the parties intend otherwise, it is their burden to make such intent clear in the license. It is well settled that parties are free to contract around an interpretive presumption that does not reflect their intentions. Indeed, “patent license agreements can be written to convey different scopes of promises not to sue, e.g., a promise not to sue under a specific patent or, more broadly, a promise not to sue under any patent the licensor now has or may acquire in the future.” Spindelfabrik Suessen-Schurr, Stahlecker & Grill GmbH v. Schubert & Salzer Maschinenfabrik Aktiengesellschaft, 829 F.2d 1075, 1081 (Fed. Cir. 1987). In this case, Leviton did not do so.

Teaching Point:  In patent licenses and settlement agreements it is common to specify whether the license extends to continuations, divisions and/or continuations-in-part (or more broadly to “continuing applications” which includes all three).  Here that apparently did not occur.  The teaching point is that the foregoing common practice should be followed.

It should be noted that the foregoing “presumption” applies, according to the precise language of the Federal Circuit, when the same products are involved.  However, it is conceivable that the presumption could be applied in other situations as well.
Leviton argued that the several provisions in the Settlement Agreement indicated that the parties’ intent was simply to “walk away” from the suit with Leviton reserving its right to sue on other related patents.  Leviton referred to other provisions that preserved Leviton’s right to sue on related patents, and GPG’s right to rely on prior claim constructions and an inequitable conduct defense.

The Federal Circuit was not persuaded.  Again, the Federal Circuit found TransCore “instructive”:
TransCore is instructive in addressing Leviton’s arguments. The Settlement Agreement there stated that “This Covenant Not To Sue shall not apply to any other patents issued as of the effective date of this Agreement or to be issued in the future.” * * * Nonetheless, this court found that, by filing the subsequent suit, TransCore had derogated from the right it previously granted and that therefore the continuation patent was impliedly licensed.

The provisions to which Leviton points manifest a mutual understanding that future litigation between the parties concerning related patents was a distinct possibility. But this does not address the question of whether the parties intended that continuations could be asserted against the same products. At best, the Settlement Agreement is silent on this point. At worst, the careful establishment of rules of engagement without any mention of later suits involving the same products and related patents shows that Leviton did not reserve this right. Expressio unius exclusio alterius. The question of mutual intent in the present case is controlled by TransCore.

The Federal Circuit lastly found that Jacobs did not compel a contrary result.  In Jacobs, the Federal Circuit’s language suggested a difference between a covenant-not-to-sue and a license.  However, at oral argument, Leviton conceded that Jacobs did not hold that a covenant-not-to-sue could not give rise to an implied license.  Accordingly, the Federal Circuit concluded there was no conflict.

As for the other injunction factors, the Federal Circuit concluded that the district court had properly found irreparable harm, that the balance of hardships favored an injunction, and that the public interest was served by entering a preliminary injunction.
XXI. DISTRICT COURT PRACTICE AND PROCEDURE
A. Standing

1. Licenses and Agreements

a) Assigning All Right, Title and Interest to “inventions and discoveries” in a Patent Application May Transfer Rights in Other “Unrelated” Applications, i.e., Non-Continuing Applications: The Analysis is Whether the Claims of the Subject Patent Are Supported (in a § 112(1) Written Description Sense) by the Previously Assigned Application [image: image614.png]
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In MHL Tek, LLC v. Nissan Motor Co.,
 the district court concluded that the plaintiff lacked standing to assert two of three patents-in-suit because those patents resulted from continuing applications based on a parent application that had been assigned to a third party.  The district court concluded, however, that the plaintiff had standing to assert the third patent which did not result from a continuing application.  The district court entered summary judgment of non-infringement.  On appeal, the Federal Circuit reversed finding that the plaintiff did not have standing to assert any of the three patents-in-suit.  As for the third patent-in-suit, the Federal Circuit reasoned that because the claims of the third patent-in-suit were supported by the specification of the parent application – in the sense of providing written description support under § 112(1) – Patent C fell within the scope of “inventions and discoveries” in the assignment.

The three patents-in-suit were drawn to tire pressure monitoring systems (TPMS).  All have the same two named inventors.  MHL filed suit against a number of automobile manufacturers asserting infringement.

Patents A and B were divisional applications of a Parent Application which was filed on August 3, 1993.  Patents A and B were filed on June 6, 1995.  Patent C was filed on May 2, 1996, and issued from a separate line of divisional applications, i.e., those applications were not continuing applications of the Parent Application.
The Federal Circuit remarked that when the Parent Application was filed, its claims were “very similar” to the claims that ultimately issued in Patents A and B.  Indeed, the opinion at length compared the issued claims to the original claims in the Parent Application.

On August 5, 1993 – two days after the Parent Application was filed – the inventors executed an assignment to Animatronics, Inc., which stated, in part:

For the sum of One Dollar . . . and other good and valuable consideration, . . . [the inventors] do hereby assign, sell and set over to ANIMATRONICS, INC. . . . the entire right, title and interest, domestic and foreign, in and to the inventions and discoveries in [the Parent Application].

Thus, the assignment covered “the inventions and discoveries in [the Parent Application].”

Animatronics later executed an assignment to McLaughlin Electronics (ME) on November 1, 1993.  The assignment stated:

Animatronics does hereby assign to [ME] the entire right, title and interest, domestic and foreign, in and to the inventions and discoveries set forth in the [Parent] Application.” J.A. 847, ¶ 2. 

That assignment too thus covered “the inventions and discoveries set forth in the [Parent] Application,” but contained a “carve-out” provision excepting “Animatronics Proprietary Inventions”:

shall not cover any rights to the [Parent] Application that concern the Animatronics Proprietary Inventions . . . .

The assignment provided that:

[p]ursuant to the Development Agreement, [ME] shall have an exclusive, irrevocable, royalty free license to use the Animatronics Proprietary Inventions to make, use and sell the TPMS, which license shall not preclude Animatronics . . . from using the Animatronics Proprietary Inventions to make, use and sell products other than [TPMS].

Thus, the assignment to ME covered “the inventions and discoveries set forth in the [Parent] Application,” but not Animatronics Proprietary Inventions.  However, ME was granted an exclusive, irrevocable, royalty free license to the Animatronics Proprietary Inventions.

The “Animatronics Proprietary Inventions” were defined in the Patent Assignment as “(1) the Communications Link; (2) a radio frequency transceiver and algorithm used in the Service Unit and Sensor Unit; and (3) a peizo [sic] resistive rubber pressure sensor for use in the Sensor Unit.” The Patent Assignment further defined the Communications Link, the Service Unit, the Sensor Unit, and the Display Module. The TPMS was defined as including all four of those items.

The relationship between Animatronics and ME thereafter deteriorated because Animatronics believed that ME had not fulfilled its payment obligations under the Development Agreement.  In 1997, Animatronics and ME exchanged correspondence concerning ownership of the Patents A and B, and obligations under the Development Agreement.  That dispute was never resolved.

In 2007, the inventors signed documents purporting to assign all three patents-in-suit to MHL Tek.  MHL Tek then sued the defendants contending that their tire pressure monitoring systems infringed the patents-in-suit.  On November 26, 2007, after suit was filed, Animatronics assigned MHL Tek its rights in the patents-in-suit, and MHL Tek filed a second suit alleging infringement of the same patents, but against different defendants.

In the current case, the defendants moved to dismiss MHL Tek’s claims for lack of standing.  The district court agreed that MHL Tek lacked standing vis-à-vis Patents A and B because those patents were not assigned until after suit had been filed.  MHL Tek then filed an amended complaint to cure the defect.  The district court further held that the inventors had never assigned Patent C to Animatronics, and therefore the assignments to MHL Tek in 2007 were effective to confer standing to assert Patent C.

The defendants again moved to dismiss vis-à-vis Patents A and B asserting that Animatronics had assigned the right to those patents to ME.  The district court agreed that the November 1993 assignment had assigned whatever rights Animatronics had in those patents to ME.  The district court reasoned that Patents A and B were drawn to the overall TPMS and thus were not subject to the carve-out provision.

The defendants then filed a further motion to dismiss MHL Tek’s claim for infringement of Patent C contending that the November 1993 assignment conveyed title to ME because Patent C was drawn to “inventions and discoveries” in the Parent Application.  The district court disagreed concluding that the assignment only covered patents that were “related” to the Parent Application.

The district court subsequently granted summary judgment of non-infringement based on claim construction.  On appeal, the Federal Circuit reversed concluding that MHL Tek did not have title to any of Patents A, B or C.

With respect to Patent A, MHL Tek argued that because some independent claims called for a “communications link,” Patent A was subject to the “carve-out” provision.  The Federal Circuit disagreed, concluding that although the claims included components of the “communications link,” the claims were drawn to the TPMS system.

With respect to Patent B, MHL Tek argued that some independent claims were drawn to components within the “carve-out” provision.  The Federal Circuit disagreed that those claims were actually drawn to the inventions defined in the carve-out provision.

The Federal Circuit thus concluded that MHL Tek lacked standing to assert Patents A or B.

With respect to Patent C, the Federal Circuit noted that the original assignment to Animatronics, and the subsequent assignment from Animatronics to ME, both covered “the inventions and discoveries set forth in the [Parent] Application.”  Thus, the issue was whether Patent C was drawn to such “inventions and discoveries.”

MHL Tek argued first that Patent C was not “related” to the Parent Application, and therefore was not included in the assignment.  The Federal Circuit disagreed:  “The plain language of either assignment is not so narrow. Both clearly assign the ‘inventions and discoveries’ disclosed in the Parent Application without further requiring that the ‘inventions and discoveries’ be in patents or applications that are related to the Parent Application.”

The Federal Circuit further noted, inter alia, that in another application in the chain leading to Patent C, the inventors had stated that “[t]he inventors have assigned the current application to Animatronics, Inc.”  Although the Federal Circuit did not deem that as being conclusive, the court nevertheless reasoned that was evidence of the inventors and Animatronics understanding.

MHL Tek further argued that specifications of Patent C and the Parent Application were different, and were drawn to different inventions.  The Federal Circuit, though, reasoned that the claims – not the disclosure – were decisive:  “The assignments, however, make the relevant comparison between the claims of [Patent C], which define the inventions claimed therein, * * *. Thus, so long as the written description of the Parent Application “reasonably conveys to those skilled in the art,” * * * the invention claimed in [Patent C], [Patent C] was assigned to Animatronics and then to ME.”

The Federal Circuit reasoned that the specification of the Parent Application supported (in the sense of providing written description support under § 112(1)) the claims of Patent C – and thus Patent C, by that reasoning, was drawn to “the inventions and discoveries set forth in the [Parent] Application.”  Specifically, the Federal Circuit concluded that “[t]he specification of the Parent Application supports the claims of [Patent C], meaning that it is within the ‘inventions and discoveries’ in the Parent Application and was therefore assigned to ME.”  The Federal Circuit concluded that “all the limitations of claim 1 of [Patent C] are disclosed in the Parent Application.”

Accordingly, the Federal Circuit concluded that MHL Tek lacked standing to assert Patent C as well.

b) A License Not Granting a Licensee a Right to Sue for Infringement Does Not Transfer “all substantial rights”: Waiver of Sovereign Immunity in § 702 of the APA is Broad Enough to Allow Pursuit of Equitable Relief Against USDA on Patent Law Claims [image: image617.png]
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In Delano Farms Co. v. California Table Grape Commission,
 the Federal Circuit concluded that a license from the U.S. Department of Agriculture (USDA) did not grant “all substantial rights” to the California Table Grape Commission, and therefore the USDA was a necessary party.  However, the Federal Circuit further held that the waiver of sovereign immunity in section 702 of the Administrative Procedure Act (APA) was broad enough to allow Delano to pursue equitable relief against the USDA on its patent law claims.
The USDA held three “patents” under the Plant Variety Protection Act for grape-vines that produce table grapes known as Sweet Scarlet, Scarlet Royal and Autumn King.  The USDA licensed those patents to the California Table Grape Commission.  Under those licenses, the Commission had the right of sublicense, with the Commission retaining 60% of any royalties, and remitting the remaining 40% to the USDA.  The Commission authorized three nurseries to serve as exclusive distributors of the patented varieties.

The plaintiffs (collectively “Delano”) were California grape growers who had purchased patented grapevines, signed a license, and paid a licensing fee.  Delano brought a declaratory judgment action challenging the validity and enforceability of the patents, as well as other alleged conduct by the Commission and USDA in licensing and enforcing the patents.

The USDA and Commission moved to dismiss Delano’s declaratory judgment claims urging that the USDA was an indispensible party and could not be joined because it was immune from suit.  The district court held that the license between the Commission and the USDA did not transfer all substantial rights, and thus the USDA was an indispensible party.  The district court further rejected Delano’s contention that the APA waived sovereign immunity for the declaratory judgment claims.

The Federal Circuit agreed that the license had not transferred all substantial rights in the three patents.  The court noted that the “Patent Enforcement” portion of the license did not give the Commission any right to enforce the patents against suspected infringers, and the USDA could choose not to enforce the patents.  The license also gave the USDA some control over the Commission’s sublicensing program.

The Federal Circuit concluded that “”we agree with the district court that the license agreement did not transfer to the Commission all substantial rights in the patents. For that reason, the district court correctly held that the USDA was a necessary party to Delano’s declaratory judgment claims based on the Patent Act.”

Delano, however, contended that § 10(a) of the APA, 5 U.S.C. § 702, constituted a waiver of sovereign immunity.  According to the Federal Circuit, “[t]he issue in this case is whether that waiver of sovereign immunity applies to Delano’s request for declaratory relief against the United States on a cause of action arising under the Patent Act, or whether that waiver of sovereign immunity applies only to agency actions for which the APA prescribes a right to judicial review, i.e., ‘[a]gency action made reviewable by statute and final agency action for which there is no other adequate remedy in a court.’ 5 U.S.C. § 704.”

The Federal Circuit held that “section 702 of the APA waives sovereign immunity for non-monetary claims against federal agencies, subject to the limitations in subsections (1) and (2) [of § 702]. It is not limited to ‘agency action’ or ‘final agency action,’ as those terms are defined in the APA. We therefore conclude that the waiver of sovereign immunity in section 702 is broad enough to allow Delano to pursue equitable relief against the USDA on its patent law claims.”

c) Subsequent Agreement May Carry Forward Confidentiality Provisions of Prior Employment Agreement Without Also Carrying Forward Assignment Provisions [image: image619.png]



In Abbott Point of Care Inc. v. Epocal, Inc.,
 the Federal Circuit panel majority, over a dissent by Circuit Judge Bryson, affirmed the district court’s dismissal of a suit for infringement brought by Abbott finding that Abbott did not own the patents-in-suit.

The two patents-in-suit were drawn to systems and devices for testing blood samples.  Abbott and Epocal were competitors in the field of diagnostic testing.

The named inventor on both patents was Dr. Imants Lauks, and the patents had been assigned to Epocal, a Canadian corporation founded by Dr. Lauks.  Abbott claimed ownership based on a series of three contracts – two employment agreements and one consulting agreement.

Laucks had been an employee of Abbott’s predecessors -- Integrated Ionics Incorporated and i-STAT Corporation.  Lauks executed an employment agreement with Integrated Ionics on January 10, 1984, which included confidentiality, non-competition, non-solicitation, disclosure and invention assignment provisions.  The invention assignment provision stated:

I [Lauks] agree to promptly communicate to Integrated Ionics, and to assign to Integrated Ionics or its designee all of my rights in, any inventions, improvements or discoveries, whether patentable or not, which I currently own or possess or which I may make or conceive during my employment by Integrated Ionics or which relate to any present or prospective activities of Integrated Ionics; and I hereby assign to Integrated Ionics and authorize and request competent patent authorities, domestic and foreign, to honor and recognize this document as a full and complete assignment thereof.

Integrated Ionics subsequently became i-STAT. Lauks executed an employment agreement with i-STAT on January 29, 1992. The 1992 Agreement included Lauks’ employment duties, compensation, benefits, termination, and severance payments.

When Lauks resigned from i-STAT in 1999, he signed an 18-month consulting agreement providing, inter alia, that Lauks “resigns from all his positions” at i-STAT.  The agreement further provided that “[t]he Consulting Agreement does not extend to work on new products, whether or not based on [i-STAT’s] core technology and whether or not for point-of-care blood analysis applications.”  The agreement also recognized “Lauks’ desire to pursue other, non-conflicting interests.”

The 1999 consulting agreement provided that “the existing agreement between Lauks and [i-STAT] regarding confidentiality, non-solicitation and non-competition (the ‘Existing Confidentiality Agreement’) shall remain in place as if Lauks remained employed by [i-STAT], except that the covenants regarding non-competition shall run 18 months after the execution of the Consulting Agreement.” The 1999 Consulting Agreement did not have an express agreement on the disclosure or assignment of inventions or discoveries.

Lauks filed the applications maturing into the patents-in-suit in 2001, and assigned the patents-in-suit to Epocal in 2004.  Abbott acquired i-STAT in 2004.

Abbott contended that the 1984 agreement provided that Lauks agreed to disclose and assign any inventions or discoveries to Integrated Ionics, which subsequently became i-STAT, and urged that the 1999 Consulting Agreement expressly recognized that the 1984 Agreement remained in effect for the duration of Lauks’ consulting period.  Abbott alleged that Laucks had conceived the inventions of the patents-in-suit during the effective period of the 1999 Consulting Agreement.

Epocal filed a motion to dismiss for lack of subject matter jurisdiction and failure to state a claim.  Abbott requested limited jurisdictional discovery which the district court did not grant.  The district court subsequently granted the motion to dismiss finding that Abbott lacked standing to sue because the 1999 Consulting Agreement did not continue the covenant in the 1984 Agreement requiring a disclosure and assignment of inventions.  On appeal, the Federal Circuit affirmed.

The Federal Circuit panel majority reasoned:  “Lauks’ resignation from i-STAT terminated his employment. Accordingly, the 1984 and 1992 Agreements ended when he ceased to be an employee in 1999. The 1999 Agreement echoes this termination, stating that Lauks ‘resigns from all his positions’ at i-STAT. Further, the 1999 Consulting Agreement labels Lauks as a ‘Senior Consultant.’ ”

The Federal Circuit panel majority agreed with the district court that “[t]he 1999 Consulting Agreement did not specify that the entire 1984 Agreement remains in effect for the duration of Lauks’ consulting period. The confidentiality provision of the 1999 Consulting Agreement, entitled ‘Continuation of Employee Confidentiality, Non-Solicitation and Non-Competition Covenants,’ simply retains the existing confidentiality agreement in place. That provision is explicitly limited to confidentiality, non-solicitation, and non-competition, without any reference to any obligation to assign inventions * * *.”

The panel majority concluded that the 1999 Consulting Agreement was unambiguous, and that the district court did not err in denying Abbott’s request for additional discovery.

Circuit Judge Bryson dissented urging:  “I believe that the 1999 Consulting Agreement is at least ambiguous as to whether it incorporated the assignment covenant of the 1984 agreement. I would therefore vacate the judgment of the district court and remand this case for discovery and consideration of extrinsic evidence regarding whether, and to what extent, the 1999 Consulting Agreement incorporated the assignment-of-invention clause that was first found in the 1984 agreement.”

B. Declaratory Judgments

1. Jurisdiction

Prior to MedImmune, Inc. v. Genentech, Inc. (“MedImmune II”),
 the Federal Circuit applied a two-part test for determining whether an “actual controversy” under 28 U.S.C. § 2201 (“In a case of actual controversy within its jurisdiction * * * any court of the United States * * * may declare the rights and other legal relations of any interested party seeking such declaration * * *”) existed. The Federal Circuit held that:“There must be both (1) an explicit threat or other action by the patentee, which creates a reasonable apprehension on the part of the declaratory plaintiff that it will face an infringement suit, and (2) present activity which could constitute infringement or concrete steps taken with the intent to conduct such activity.”
  In MedImmune II, the Supreme Court effectively rejected that analysis. 

a) In Declaratory Judgment Actions, the Court Examines the Declaratory Defendant’s Hypothetical Well-Pleaded Complaint to Determine if Subject Matter Jurisdiction Exists: As an Issue of First Impression, Federal Courts Have Jurisdiction Over a Declaratory Judgment Action Where There is a Federal Cause of Action But Only s State Law Defense [image: image620.png]


 [image: image621.png]


 [image: image622.png]


 
In ABB, Inc. v. Cooper Industries, LLC,
 the Federal Circuit reversed the district court’s dismissal of a declaratory judgment action for lack of subject matter jurisdiction.  The Federal Circuit held that although the declaratory judgment action raised a state law license issue, the defendant’s hypothetical well-pleaded complaint for infringement was sufficient to establish subject matter jurisdiction.

Cooper was the owner of six patents drawn to electrical equipment containing a dielectric fluid.  Cooper sued ABB in 2003 in federal court asserting that BIOTEMP, an ABB product, infringed.  ABB and Cooper settled that suit in 2005.  A Settlement and License agreement granted ABB a non-exclusive ‘license under the Cooper Patents to make, have made, use, have used, offer to sell, have offered to sell, sell, have sold, import, have imported, export or have exported BIOTEMP.’  The license also, though, provides that the “[l]icenses do not include the right of any third party to make BIOTEMP or any other fluid covered by the Cooper Patents.’  ABB ‘acknowledge[d] that each of [Cooper’s patents-in-suit] is valid and enforceable’ and ‘further acknowledge[d] that BIOTEMP is covered by one or more claims of the Cooper Patents asserted in the Litigation.”

ABB then outsourced the manufacture of BIOTEMP to Dow Chemicals.  In 2009, Cooper wrote ABB and Dow asserting that ABB’s rights under the ‘have made’ provision of the settlement agreement did not include the right of third parties, such as Dow to manufacture BIOTEMP.  The letter advised that “any attempt by ABB to outsource the manufacture of BIOTEMP to any entity other than an ABB Related Company * * * would be a material breach, and Cooper will act vigorously to protect its rights in that event.’ Cooper further advised Dow: ‘We wish to formally put Dow on notice that Cooper will vigorously defend its rights should Dow attempt to make products covered by one or more of Cooper’s patents.”

ABB then filed a declaratory judgment action in the Southern District of Texas seeking a declaration that its outsourcing to Dow was authorized by the license agreement.  Cooper then filed a declaratory judgment action in Texas state court seeking a declaration that the license did not include the right to have Dow manufacture BIOTEMP for ABB.  ABB thereafter amended its original complaint seeking declarations that it ‘does not infringe, and has not infringed directly, indirectly, willfully or otherwise, any valid enforceable claim’ of the Cooper patents-in-suit.

Cooper moved to dismiss the ABB action for lack of subject matter jurisdiction.  ABB did not, in response, assert any potential federal defenses, such as invalidity, but rather relied on Cooper’s potential claim for patent infringement.  The district court concluded that ABB’s complaint raised only state law issues, and dismissed the complaint for lack of subject matter jurisdiction.  On appeal, the Federal Circuit reversed.

The Federal Circuit first rejected Cooper’s argument that there was no case or controversy sufficient to support declaratory judgment action jurisdiction.  The Federal Circuit noted that the Supreme Court in MedImmune, Inc. v. Genetech, Inc.,
 had rejected the Federal Circuit’s previous ‘reasonable apprehension of imminent suit’ analysis.  The Federal Circuit concluded that “[t]he warning letters from Cooper to ABB and Dow indicate that, under Micron [Micron Tech., Inc. v. Mosaid Techs., Inc.
] and MedImmune, there was an immediate controversy surrounding infringement. ABB had an interest in determining whether it would incur liability for induced infringement, and it had an interest in determining whether it would be liable for indemnification, which turned on whether Dow would be liable for infringement.”

The Federal Circuit secondly explained that “[i]n determining whether there is federal subject matter jurisdiction for declaratory judgment actions: ‘[I]t is the character of the threatened action, and not of the defense, which will determine whether there is federal-question jurisdiction in the District Court.’ Pub. Serv. Comm’n of Utah v. Wycoff Co., 344 U.S. 237, 248 (1952). In other words, the court examines the declaratory defendant’s hypothetical well-pleaded complaint to determine if subject matter jurisdiction exists.”
  

The Federal Circuit reasoned that “[b]ecause the actual controversy in this case is over infringement, the declaratory defendant’s hypothetical coercive complaint here is a patent infringement suit. It is well-established that a claim for infringement arises under federal law. Even if the only issue in that suit would be a state law defense, subject matter jurisdiction does not depend on whether a federal law issue will be the crux of the case but instead whether ‘federal patent law creates the cause of action.’ ”

Cooper contended that rule did not apply because the sole defense that ABB raised was a state law license defense.  According to the Federal Circuit, “[t]he question then is whether federal courts have jurisdiction over a declaratory judgment action where there is a federal cause of action but only a state law defense.”
  The Federal Circuit noted that in Textron Lycoming Reciprocating Engine Div., AVCO Corp. v. Auto. Workers,
 the Supreme Court recognized that was an open question.  The Federal Circuit noted that “[s]ubsequent to Textron, so far as we have been able to determine, neither the Supreme Court nor any court of appeals has definitively resolved the jurisdictional question raised by Textron, and some courts of appeals have recognized that the issue remains open.”

The Federal Circuit nevertheless concluded that federal subject matter jurisdiction existed.  The court reasoned that “[t]he general rule, articulated repeatedly by the Supreme Court, is that declaratory judgment jurisdiction exists where the defendant’s coercive action arises under federal law.”
  The Federal Circuit concluded that there was no reason to depart from the general rule even though the plaintiff’s complaint raised only a state law issue.

b) A Mere Adverse Economic Interest is Insufficient to Create Declaratory Judgment Jurisdiction:

However, a Supplier Has Standing to Commence a Declaratory Judgment Action if (a) the Supplier is Obligated to Indemnify Its Customers From Infringement Liability (Including Perhaps As Imposed by the Uniform Commerical Code), or (b) There is a Controversy Between the Patentee and the Supplier as to the Supplier’s Liability For Induced or Contributory Infringement Based on the Alleged Acts of Direct Infringement by its Customers:

“When the holder of a patent with system claims accuses a customer of direct infringement based on the customer’s making, using, or selling of an allegedly infringing system in which a supplier’s product functions as a material component, there may be an implicit assertion that the supplier has indirectly infringed the patent. Likewise, when the holder of a patent with method claims accuses the supplier’s customers of direct infringement based on their use of the supplier’s product in the performance of the claimed method, an implicit assertion of indirect infringement by a supplier may arise” [image: image623.png]
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In Arris Group, Inc. v. British Telecommunications PLC,
 the Federal Circuit reversed the district court’s dismissal of a declaratory judgment action concluding that the district court had Article III jurisdiction over a declaratory judgment action brought by a component supplier even though infringement accusations had been made against the supplier’s customer.

The principal holdings are:

· “In the absence of a controversy as to a legal right, a mere adverse economic interest is insufficient to create declaratory judgment jurisdiction.”

· “[W]here a patent holder accuses customers of direct infringement based on the sale or use of a supplier’s equipment, the supplier has standing to commence a declaratory judgment action if (a) the supplier is obligated to indemnify its customers from infringement liability, or (b) there is a controversy between the patentee and the supplier as to the supplier’s liability for induced or contributory infringement based on the alleged acts of direct infringement by its customers.”

· “When the holder of a patent with system claims accuses a customer of direct infringement based on the customer’s making, using, or selling of an allegedly infringing system in which a supplier’s product functions as a material component, there may be an implicit assertion that the supplier has indirectly infringed the patent. Likewise, when the holder of a patent with method claims accuses the supplier’s customers of direct infringement based on their use of the supplier’s product in the performance of the claimed method, an implicit assertion of indirect infringement by a supplier may arise.”

BT owned four patents drawn to systems and methods for Voice over Internet Protocol (“VoIP”) telephone services.  Arris developed and manufactured cable telephony and data products for cable system operators for use in VoIP systems.  BT had alleged that Cable One, one of Arris’ customers, had infringed its patents by using equipment purchased from Arris for use in offering VoIP services over Cable One’s network.

In order to implement VoIP services, an analog voice signal must be digitized and encoded into packets.  That function in Cable One’s network was performed by Arris devices known as Embedded Multimedia Terminal Adapters (E-MTAs).

Cable One also used other Arris products known as Cable Modem Termination Systems (CMTSs) which were used by a cable company to communicate with multiple cable modems.  Both E-MTAs and CMTSs were essential for the functionality of Cable One’s VoIP service.

BT sent a letter to Cable One on July 17, 2007, accusing Cable One’s VoIP network of infringing various claims of the patents-in-suit, and suggested beginning licensing negotiations.  Cable One responded on August 15, 2007, requesting a comparison of the claims of the patents-in-suit with the cable systems or operations.  BT, on August 23, 2007, sent Cable One a 118 page presentation applying selected claim elements to Cable One’s services.  That presentation specifically identified Arris’ CMTSs and E-MTAs as embodying various claim elements and as performing various method steps.  BT and Cable One then met on October 23, 2007, at which time BT again reviewed the 118 page presentation and its infringement contentions.

Following that meeting, Cable One sent a November 2007 letter to Arris notifying Arris of BT’s infringement contentions, and demanding that Arris “defend, indemnify and hold harmless Cable One from these assertions of infringement.”

BT, on January 18, 2008, proposed a face-to-face meeting with Cable One and its vendors to discuss licensing.  In February 2008, Cable One requested that Arris be included in that meeting.  That meeting, which was held at Arris’ office, occurred in March 2008, during which BT again presented the 118 page presentation.  

The parties again met at Arris’ office in August 2008 to discuss potential licensing.  At that meeting, Arris presented a response to BT’s infringement contentions, urging that certain claim limitations were not met by Arris’ CMTS or E-MTA products.  BT then requested that Arris send a “formal rebuttal” regarding the infringement contentions.  In September 2008, Arris sent BT its non-infringement arguments, which was followed by two conference calls during which Arris and BT debated infringement.

In November 2008, BT requested that both Arris and Cable One agree to receive a specific licensing proposal under a non-disclosure agreement.  Arris and Cable One agreed, and BT subsequently sent its licensing proposal to both parties.  The licensing proposal explicitly provided that a license would be “granted to Cable One only.”

In March 2009, Arris filed a declaratory judgment action in the Northern District of Georgia seeking a declaration that Arris did not infringe the patents-in-suit, an injunction preventing BT from instituting infringement actions against Arris or its customers, and a declaration that the patents-in-suit were invalid.  The district court concluded that there was no Article III case or controversy between Arris and BT because BT had only discussed Cable One’s infringement – not Arris’ infringement.  The district court viewed BTs actions as directed against Cable One, not Arris, and thus dismissed the declaratory judgment action for lack of subject matter jurisdiction.  As noted above, on appeal, the Federal Circuit reversed.

The Federal Circuit reiterated that under MedImmune, Inc. v. Genentech, Inc.,
 “an Article III case or controversy exists when ‘the facts alleged, under all the circumstances, show that there is a substantial controversy, between parties having adverse legal interests, of sufficient immediacy and reality to warrant the issuance of a declaratory judgment.’. * * * The dispute must be ‘definite and concrete, touching the legal relations of parties having adverse legal interests,’ such that the dispute is ‘real and substantial’ and ‘admi[ts] of specific relief through a decree of a conclusive character, as distinguished from an opinion advising what the law would be upon a hypothetical state of facts.’ ”

The Federal Circuit first rejected Arris’ argument that economic injury was sufficient to confer standing.  Specifically, Arris argued that it had suffered economic injury as a result of BT’s threats because there was a risk that Cable One would cease purchasing Arris’ CMTSs and E-MTAs.  

The Federal Circuit noted that “[w]hile economic injury may confer standing in cases challenging government action, we have not held that economic injury alone is sufficient to confer standing in patent cases seeking a declaratory judgment. Indeed, in patent cases before the Supreme Court’s decision in MedImmune, the regional circuits and our court held that economic injury is not alone sufficient to confer standing.”

According to the Federal Circuit, “MedImmune did not abandon this rule. To the contrary, MedImmune adopted an ‘adverse legal interest’ requirement. * * * An ‘adverse legal interest’ requires a dispute as to a legal right—for example, an underlying legal cause of action that the declaratory defendant could have brought or threatened to bring. In the absence of a controversy as to a legal right, a mere adverse economic interest is insufficient to create declaratory judgment jurisdiction.”

However, the Federal Circuit found that declaratory judgment jurisdiction existed on another basis.  The Federal Circuit noted that “[w]e have recognized that, where a patent holder accuses customers of direct infringement based on the sale or use of a supplier’s equipment, the supplier has standing to commence a declaratory judgment action if (a) the supplier is obligated to indemnify its customers from infringement liability, or (b) there is a controversy between the patentee and the supplier as to the supplier’s liability for induced or contributory infringement based on the alleged acts of direct infringement by its customers.”

Here, the Federal Circuit noted that there was no express indemnification agreement between Arris and Cable One, but Arris argued that it risked being liable to Cable One for indemnification under Georgia’s Uniform Commercial Code (UCC), Ga. Code § 11-2-312(3).  That section of the UCC generally imposes an implied warranty that goods are free of claims of infringement.  The Federal Circuit did not reach that issue, however, finding instead that there was an actual controversy between Arris and BT regarding Arris’ liability for contributory infringement.

The Federal Circuit reasoned that “[h]ere, BT has accused Cable One of infringing system and method claims of the patents-in-suit. When the holder of a patent with system claims accuses a customer of direct infringement based on the customer’s making, using, or selling of an allegedly infringing system in which a supplier’s product functions as a material component, there may be an implicit assertion that the supplier has indirectly infringed the patent. Likewise, when the holder of a patent with method claims accuses the supplier’s customers of direct infringement based on their use of the supplier’s product in the performance of the claimed method, an implicit assertion of indirect infringement by a supplier may arise.”

The Federal Circuit noted that “an act of contributory infringement may include either the sale of a ‘component of a patented machine, manufacture, combination or composition’ (including a component used in a claimed system), or the sale of a ‘material or apparatus for use in practicing a patented process.’ * * * This covers both contributory infringement of system claims and method claims.”

The Federal Circuit further noted that “[t]o hold a component supplier liable for contributory infringement, a patent holder must show, inter alia, that (a) the supplier’s product was used to commit acts of direct infringement; (b) the product’s use constituted ‘a material part of the invention’; (c) the supplier knew its product was ‘especially made or especially adapted for use in an infringement’ of the patent; and (d) the product is ‘not a staple article or commodity of commerce suitable for substantial noninfringing use.’ ”

The Federal Circuit reasoned that “[t]here is no question here that BT accused Arris’ customer Cable One of direct infringement of various system and method claims, * * *.”

The Federal Circuit rejected BT’s contention that the parties’ discussions were limited solely to infringement by Cable One, and licensing Cable One.  The Federal Circuit relied on several bases.  First, the Federal Circuit noted that “[w]hile the [118 page] presentation did not expressly accuse Arris of contributory infringement, BT explicitly and repeatedly singled out Arris’ products used in Cable One’s network to support its infringement contentions.”

The Federal Circuit reasoned that “BT’s extensive focus on Arris’ CMTS and E-MTA products in its infringement contentions implies that Arris’ products are being used as a ‘material part’ of the allegedly infringed invention—one of the required elements of contributory infringement under 35 U.S.C. § 271(c). Moreover, BT alleges that Arris’ CMTSs and E-MTAs were designed specifically for use under the DOCSIS and PacketCable standards for VoIP, suggesting that they are ‘especially made or especially adapted’ for a use that infringes the patents-in-suit and are ‘not * * * staple article[s] or commodit[ies] of commerce suitable for substantial noninfringing use.’ ”

Second, the Federal Circuit found that it was “relevant” that “Arris was directly and substantially involved in BT’s infringement and licensing negotiations. While direct communication between a patentee and a declaratory plaintiff is not necessary to confer standing, * * * the nature and extent of any communications between the declaratory plaintiff and the patentee are certainly relevant factors to consider when evaluating whether there is an Article III case or controversy between the parties. Here, the communication to Arris of BT’s infringement contentions was direct and repetitive. Arris was included in the latter two of the three meetings between BT and Cable One—both of which were held at Arris’ office in Suwanee, Georgia.”
  The Federal Circuit reasoned that “[t]his protracted process between Arris and BT supports the conclusion that there was an Article III case or controversy regarding whether Arris was contributorily infringing the patents-in-suit.”

The Federal Circuit further held that it was immaterial that BT had expressly accused Arris of infringement, and discounted a “disclaimer” that BT had included in its 118 page presentation.  That disclaimer said:

These assertions are based around the combination of supplier equipment deployed in a way that is unique to cable companies. Nothing in this assertion is meant to accuse any particular supplier [of] equipment of patent infringement.

The Federal Circuit reasoned that the term “particular” suggested that some supplier was accused, and BT’s infringement contentions focused on Arris’ equipment.  BT had expressly excluded equipment provided by Cisco, one of Arris’ competitors, because Cisco had been licensed.  According to the Federal Circuit, “BT’s disclaimer that nothing in its assertion is meant to accuse any particular supplier of infringement is at best a transparent attempt to defeat Arris’ standing to bring this declaratory judgment action. The actual controversy with Arris that BT has created by its accusations cannot be so easily avoided.”

Lastly, the Federal Circuit rejected BT’s suggestion that it had agreed not to sue Arris for infringement.  At oral argument, BT had represented that it “do[es] not assert that [Arris’ products] directly infringe * * * [or] that [Arris] contributorily infringe[s]” the patents-in-suit by selling its products to Cable One.  However, “[w]hen questioned as to why, given its professed position on Arris’ infringement liability, BT did not simply grant Arris a covenant not to sue, BT replied: ‘Why should BT give them a covenant not to sue, when for all BT knows maybe they are out there inducing infringement unbeknownst to BT? * * * BT doesn’t need to forfeit a potential future right * * * to dispel [a suit for declaratory judgment].’ ” The Federal Circuit noted that “[t]hese statements fall far short of a covenant not to sue.”

c) In the Absence of a Substantial Controversy Concerning an Adverse Legal Interest, a District Court Lacks Declaratory Judgment Subject Matter Jurisdiction [image: image626.png]
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In Creative Compounds, LLC v. Starmark Laboratories,
 the Federal Circuit, inter alia, affirmed the district court’s finding that the defendant had not shown invalidity through prior invention because the evidence was insufficient to establish prior conception.

Creative and Starmark were competitors in the market for creatine.  Creatine was an amino acid that assisted in producing adenosine triphosphate during short bursts of high intensity exercise. Fatigue had been associated with a depletion of creatine.  Creatine was used by body builders for improving athletic performance, and was sold as creatine monohydrate in a powder form as a nutritional supplement.  However, that form of creatine had low-solubility in water and low bioavailability.

Starmark owned a patent drawn to creatine salts consisting of two molecules of creatine and one molecule of dicarboxylic acid.  Those salts were water soluble.  Claims 1-6 covered creatine salts, and claims 7-13 covered methods of making creatine salts.

The application maturing into Starmark’s patent was filed on December 18, 2003, claiming priority to a provisional application filed on December 18, 2002.  The patent issued in 2006 to SAN Corporation listing SAN’s CEO, Matthias Boldt, as the sole inventor.  In October 2006, Boldt formed Starmark, and the patent was assigned to Starmark.

Creative’s patent-in-suit was filed on April 30, 2003, and was drawn to dicreatine malate compounds.  Thus, while Starmark’s patent was drawn to a genus of creatine salts, Creative’s patent was narrower.  Creative’s patent issued on October 31, 2006, about one month after Starmark’s patent issued.

After receiving a notice of allowance, Boldt, as SAN’s CEO, sent letters to purchasers of dicreatine malate compounds advising that SAN’s (later Starmark’s) patent would soon issue.

Creative then mailed its own letters advising that it had received a notice of allowance for its patent, and included a letter from its patent counsel advising:

It has also come to my attention that SAN Corporation has sent a number of threatening letters to the industry alleging that it also has received a Notice of Allowance of its patent application entitled Creatine Salts and Method of Making Same [SAN’s/Starmark’s patent] . . . . Even if SAN is correct that a patent will issue from its application, the patent will not be enforceable because of [Creative’s] prior inventions and work.

A SAN customer notified SAN of Creative’s letter and refused to license SAN’s patent.  A letter from another SAN customer similarly stated “we do not believe [SAN’s/Starmark’s patent] to be valid in light of [Creative’s patent] . . . moving forward [we] will no longer be using compounds covered by the [SAN’s/Starmark’s patent].”

Creative filed suit seeking a declaratory judgment that Starmark’s patent was invalid and not infringed.  Starmark answered and alleged infringement of Starmark’s patent, and sought a declaratory judgment that Creative’s patent was invalid.

Starmark filed a motion for summary judgment on all issues.  Creative filed a motion, inter alia, to dismiss Starmark’s declaratory judgment action vis-à-vis Creative’s patent for lack of subject matter jurisdiction.

The district court granted Starmark’s motion finding that Starmark’s patent was not invalid and was infringed.  The district court further denied Creative’s motion to dismiss.

On appeal, the Federal Circuit affirmed the findings that Starmark’s patent was not invalid and was infringed, but reversed the district court’s denial of Creative’s motion to dismiss.  The declaratory judgment jurisdiction issue will be addressed here.

The district court denied Creative’s motion to dismiss based on the letters Creative sent to the industry.  Creative argued that because it had never accused Starmark of infringing its patent, there was no case or controversy between the parties concerning Creative’s patent.

Starmark argued that a charge of infringement was only one factor in deciding whether a case or controversy existed.  Starmark contended that the opinion letter that Creative sent to the industry asserting that Starmark’s patent was invalid evidenced a “substantial controversy” between the parties.

The Federal Circuit disagreed.  The Federal Circuit explained that “[t]he concept of adverse legal interests requires that there be a dispute as to a legal right, such as an underlying legal cause of action that the declaratory defendant could have brought or threatened to bring, if not for the fact that the declaratory plaintiff had preempted it. * * * Starmark contends that Creative could have brought two causes of action: (1) an infringement action alleging infringement of [Creative’s patent], or (2) an action under § 291 alleging an interference between [Creative’s and Starmark’s patents].”

As to the first, the Federal Circuit noted that Created have never accused Starmark of infringing its patent.  Although Creative sent those letters to the industry, the Federal Circuit reasoned that “[i]n the absence of an indemnity agreement between Starmark and one of these ‘customers,’ Starmark has, at most, only an economic interest in clarifying its customers’ rights under Creative’s patents. ‘Such an economic interest alone, however, cannot form the basis of an “actual controversy” under the Declaratory Judgment Act.’ ”

As for the second, the Federal Circuit noted that “Starmark is correct that a cause of action under § 291 does not require an infringement allegation. * * * And a district court could adjudicate the validity of either interfering patent in a § 291 action. * * * A district court lacks jurisdiction under § 291, however, unless an interference is established. * * * Here, neither party filed an action under § 291, neither party established the existence of an interference, nor, as discussed above, did either party seek an adjudication at trial as to any identified common claimed subject matter.”

The Federal Circuit further noted that Starmark did not contend that the claims of the patents in fact interfered.  Rather, the court noted, Starmark’s theory of invalidity relied on the disclosure in the Starmark patent, rather than the claims.

The Federal Circuit concluded that “[i]n the absence of a substantial controversy between the parties concerning an adverse legal interest, the district court lacked declaratory judgment jurisdiction of [Creative’s patent].”

d) “Simply disagreeing with the existence of a patent or even suffering an attenuated, non-proximate, effect from the existence of a patent does not meet the Supreme Court’s requirement for an adverse legal controversy of sufficient immediacy and reality to warrant the issuance of a declaratory judgment” [image: image628.png]
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In Association for Molecular Pathology v. United States Patent & Trademark Office,
 an assortment of medical organizations, researchers, genetic counselors, and patients (“Plaintiffs) brought a declaratory judgment action against the U.S. PTO, Myriad Genetics, Inc. and the University of Utah Research Foundation (Myriad and University of Utah, collectively “Myriad”) seeking a declaratory judgment that fifteen claims from seven patents assigned to Myriad were drawn to patent ineligible subject matter under § 101.  The district court concluded that the Plaintiffs had standing to bring the action, and that there was subject matter jurisdiction for a declaratory judgment.  The district court further concluded that the subject claims were not drawn to patent-eligible subject matter.  The Federal Circuit concluded (1) one of the Plaintiffs had standing, and (2) the district court had subject matter jurisdiction.  On the merits, a divided Federal Circuit concluded that (1) composition claims to “isolated” DNA molecules constituted patent-eligible subject matter, (2) method claims to screening potential cancer therapeutics constituted patent-eligible subject matter, and (3) method claims to “comparing” or “analyzing” DNA sequences constituted patent-ineligible subject matter as being drawn to abstract mental steps.

Circuit Judge Moore concurred-in-part.  Circuit Judge Moore joined Judge Lourie’s opinion vis-à-vis the standing and jurisdiction issues and the disposition of the method claims.  As for the composition claims to “isolated” DNA, Judge Moore joined Judge Lourie’s opinion vis-à-vis isolated cDNA sequences, and concurred in the judgment vis-à-vis the remaining sequences.

Circuit Judge Bryson concurred with respect to the standing and jurisdiction issues, and disposition of the method claims, and the cDNA claims.  Judge Bryson dissented from the holding that certain claims drawn to BRCA genes and claims to gene fragments constituted patent-eligible subject matter.

The opinions are lengthy – covering 105 pages.  The standing and jurisdiction issues will be addressed here.  In this instance, the teaching point of the case is mostly about why the Plaintiffs collectively – save one – had standing.

The composition claims covered two “isolated” human genes, BRCA 1 and BRCA 2, and certain alternations or mutations in those genes associated with a predisposition to breast and ovarian cancer.  The Federal Circuit deemed claims 1, 2 and 5 of one of the patents-in-suit as being representative:

1. An isolated DNA coding for a BRCA1 polypeptide, said polypeptide having the amino acid sequence set forth in SEQ ID NO: 2.

2. The isolated DNA of claim 1, wherein said DNA has the nucleotide sequence set forth in SEQ ID NO: 1.

5. An isolated DNA having at least 15 nucleotides of the DNA of claim 1.

One method claim was drawn to a method of screening potential cancer therapeutics, and called for:

20. A method for screening potential cancer therapeutics which comprises: growing a trans-formed eukaryotic host cell containing an altered BRCA1 gene causing cancer in the presence of a compound suspected of being a cancer therapeutic, growing said transformed eukaryotic host cell in the absence of said compound, determining the rate of growth of said host cell in the presence of said compound and the rate of growth of said host cell in the absence of said compound and comparing the growth rate of said host cells, wherein a slower rate of growth of said host cell in the presence of said compound is indicative of a cancer therapeutic.

The other method claims were drawn to method of “analyzing” or “comparing” a patient’s BRCA sequence with the normal or “wild-type” sequence to identify the presence of cancer-predisposing mutations.  Claim 1 of the one of the patents-in-suit:

1. A method for detecting a germline alteration in a BRCA1 gene, said alteration selected from the group consisting of the alterations set forth in Tables 12A, 14, 18 or 19 in a human which comprises analyzing a sequence of a BRCA1 gene or BRCA1 RNA from a human sample or analyzing a sequence of BRCA1 cDNA made from mRNA from said human sample with the proviso that said germline alteration is not a deletion of 4 nucleotides corresponding to base numbers 4184-4187 of SEQ ID NO:1.

and claim 1 of another of the patents-in-suit:
1. A method for screening a tumor sample from a human subject for a somatic alteration in a BRCA1 gene in said tumor which comprises [] comparing a first sequence selected from the group consisting of a BRCA1 gene from said tumor sample, BRCA1 RNA from said tumor sample and BRCA1 cDNA made from mRNA from said tumor sample with a second sequence selected from the group consisting of BRCA1 gene from a nontumor sample of said subject, BRCA1 RNA from said nontumor sample and BRCA1 cDNA made from mRNA from said nontumor sample, wherein a difference in the sequence of the BRCA1 gene, BRCA1 RNA or BRCA1 cDNA from said tumor sample from the sequence of the BRCA1 gene, BRCA1 RNA or BRCA1 cDNA from said nontumor sample indicates a somatic alteration in the BRCA1 gene in said tumor sample.

were deemed representative.
There was a correlation between mutations in the BRCA genes and an increased risk of breast and ovarian cancer.  Diagnostic testing for such BRCA genes thus could provide information on a genetic predisposition for breast or ovarian cancer.

The inventors had identified the genetic basis of BRACA1 and BRACA2 related cancers, and had correlated the occurrence of cancer with the inheritance of certain DNA markers.  That permitted the inventors to identify the physical location of the BRCA genes within the human genome, and to isolate the BRCA genes and determine their nucleotide sequences.  That then allowed Myriad to provide BRCA diagnostic testing.

Myriad’s first patent issued in 1997 drawn to isolated BRAC1 DNA and related diagnostic methods.  The first patent drawn to isolated BRAC2 DNA and related diagnostic methods issued in 1998.

Others, however, were doing clinical BRCA testing.  The University of Pennsylvania’s Genetic Diagnostic Laboratory (GDL), co-directed by Haig H. Kazazian, Jr., M.D. and Arupa Ganguly, Ph.D., provided BRAC diagnostic services, but stopped providing those services by 1999 because of Myriad’s infringement allegations.  Among other things, Kazazian received a letter from Myriad’s Director of Corporate Communications stating that Myriad was aware that Dr. Kazazian was providing BRAC1 testing services, and that Myriad was the holder of five patents covering the isolated BRAC1 gene, and related diagnostic testing.  The letter offered a collaborative license, and included a copy.  The license, though, would have limited GDL’s testing services to certain tests for patients of Ashkenazi Jewish descent.

Harry Ostrer, M.D., one of the Plaintiffs, and a researcher at the New York University School of Medicine, received the same letter and agreement in 1998, but his laboratory at that time did not perform such testing.  Rather, Dr. Ostrer sent patient samples to GDL for testing.

Dr. Kazazian later received a second letter from a law firm representing Myriad also alleging infringement.  In 1999, the general counsel for the University of Pennsylvania received a similar letter from Myriad’s general counsel.  In response, the University advised Myriad that they would no longer accept samples for BRAC1 testing from third parties.

Dr. Kazazian then advised Dr. Ostrer that GDL would no longer be accepting samples for BRAC1 testing from him or others, and Dr. Ostrer began sending patient samples to Myriad for testing.  Myriad ultimately became the only provider for such testing services in the United States.

Myriad also brought infringement actions against entities, e.g., Oncormed, Inc. and the University of Pennsylvania, that offered BRCA testing.  Those suits were dismissed without prejudice after the defendants agreed to discontinue the alleged infringement.

None of the Plaintiffs, other than Drs. Kazazian, Ganguly, and Ostrer, alleged that Myriad had directed any letters or other communications to them regarding its patents or infringement.  The other researcher and medical organization Plaintiffs alleged that knowledge of Myriad’s vigorous enforcement of its patent rights led them to decide not to engage in BRCA testing, although they allegedly had the personnel, experience and facilities for doing so.  The Plaintiffs urged that they had been unable to obtain BRAC testing, or their desired BRCA testing, either through insurance or at a price they could afford, because of Myriad’s patents.

What proved to be a decisive point was that although Dr. Kazazian stated that if Myriad’s patents were held invalid, he and Dr. Ganguly would be able to resume BRCA testing within a short period of time, but only if they “decided to resume BRCA testing.”

Dr. Ostrer, on the other hand, indicated that he had the personnel, facilities and expertise to undertake BRCA testing, and stated that his lab “would immediately begin to perform BRCA1/2-related genetic testing upon invalidation of the Myriad patents.”

Myriad moved to dismiss asserting that the Plaintiffs lacked standing to bring a declaratory judgment action.  The district court disagreed based on the “all the circumstances” analysis of MedImmune, Inc. v. Genentech, Inc.
  On appeal, the Federal Circuit reversed as to all of the Plaintiffs except Dr. Ostrer.  The district court further granted summary judgment for the Plaintiffs on the merits concluding that the fifteen challenged claims were drawn to patent-ineligible subject matter and were accordingly invalid under § 101.  The district court concluded that the claims to isolated DNA molecules were drawn to “products of nature” because those molecules were not “markedly different” from native DNA.  The district court held that the method claims were drawn to patent ineligible subject matter based on the machine-or-transformation analysis then extant prior to the Supreme Court’s decision in Bilski v. Kappos.

On the question of jurisdiction, the Federal Circuit reasoned that “[i]n applying MedImmune’s all-the-circumstances test to a declaratory judgment action, we are guided by the Supreme Court’s three-part framework for determining whether an action presents a justiciable Article III controversy: standing, ripeness, and mootness.”  Here, the jurisdictional issue framed by the parties was based on standing.

The Federal Circuit explained that:

“[T]he irreducible constitutional minimum of standing contains three elements.” Lujan v. Defenders of Wildlife, 504 U.S. 555, 560 (1992). “First, the plaintiff must have suffered an injury in fact—an invasion of a legally protected interest which is (a) concrete and particularized, and (b) actual or imminent, not conjectural or hypothetical.” Id. (internal citations and quotations omitted). “Second, there must be a causal connection between the injury and the conduct complained of–the injury has to be ‘fairly * * * trace[able] to the challenged action of the defendant * * *.’” Id. (quoting Simon v. E. Ky. Welfare Rights Org., 426 U.S. 26, 41-42 (1976)). “Third, it must be ‘likely,’ as opposed to merely ‘speculative,’ that the injury will be ‘redressed by a favorable decision.’” Id. at 561 (quoting Simon, 426 U.S. at 38, 43).

The Federal Circuit further explained that:

“Whether an actual case or controversy exists so that a district court may entertain an action for a declaratory judgment of non-infringement and/or invalidity is governed by Federal Circuit law.” MedImmune, Inc. v. Cen-tocor, Inc., 409 F.3d 1376, 1378 (Fed. Cir. 2005), overruled on other grounds, MedImmune, 549 U.S. at 130-31. Following MedImmune, this court has held that, to establish an injury in fact traceable to the patentee, a declaratory judgment plaintiff must allege both (1) an affirmative act by the patentee related to the enforcement of his patent rights, SanDisk Corp. v. STMicroelecs., Inc., 480 F.3d 1372, 1380-81 (Fed. Cir. 2007), and (2) meaningful preparation to conduct potentially infringing activity, Cat Tech LLC v. TubeMaster, Inc., 528 F.3d 871, 880 (Fed. Cir. 2008). We review the exercise of declaratory judgment jurisdiction upon a particular set of facts de novo. SanDisk Corp., 480 F.3d at 1377.

The Federal Circuit concluded that Dr. Ostrer had established standing – but not the other Plaintiffs:

Under the facts alleged in this case, we conclude that one Plaintiff, Dr. Ostrer, has established standing to maintain this declaratory judgment suit. All Plaintiffs claim standing under the Declaratory Judgment Act based on the same alleged injury: that they cannot undertake the BRCA-related activities that they desire because of Myriad’s enforcement of its patent rights covering BRCA1/2.3 Only three plaintiffs, however, allege an injury traceable to Myriad; only Drs. Kazazian, Ganguly, and Ostrer allege affirmative patent enforcement actions directed at them by Myriad. Of these three, Dr. Ostrer clearly alleges a sufficiently real and imminent injury because he alleges an intention to actually and immediately engage in allegedly infringing BRCA-related activities. * * *.

Myriad asserted that time had extinguished any immediacy or reality of any controversy.  The Federal Circuit disagreed.  The Federal Circuit, however, reasoned that Myriad’s assertion of its patent rights had not changed despite the passage of time:

Myriad’s active enforcement of its patent rights forced Dr. Ostrer, as well as every other similarly situated researcher and institution, to cease performing the challenged BRCA testing services, leaving Myriad as the sole provider of BRCA clinical testing to patients in the United States. Since that time, neither the accused activities nor the parties’ positions have changed. First, Myriad does not allege that genetic testing technology has changed in any way that renders its past assertions of its patent rights irrelevant to Ostrer’s currently proposed BRCA testing. Rather, the patents cover, as Myriad asserted in the late 1990s, the basic components of any such test: the isolated BRCA genes and the diagnostic step of comparing the genes’ sequences.

Second, ever since Myriad’s enforcement efforts eliminated all competition, Myriad and Ostrer have not altered their respective positions. Ostrer, still laboring under Myriad’s threat of infringement liability, has not attempted to provide BRCA testing; yet, as a researcher, he remains in the same position with respect to his ability and his desire to provide BRCA testing as in the late 1990s. Furthermore, nothing in the record suggests that any researcher or institution has successfully attempted to compete with Myriad, or that Myriad has in any way changed its position with regard to its patent rights. Just as active enforcement of one’s patent rights against others can maintain a real and immediate controversy despite the passage of time, * * * so too can the successful assertion of such rights when the relevant circumstances remain unchanged. Thus, consistent with the purpose of the Declaratory Judgment Act, Ostrer need not risk liability and treble damages for patent infringement before seeking a declaration of his contested legal rights. * * *.

The Federal Circuit accordingly explained that it was affirming the district court’s exercise of declaratory judgment jurisdiction based on the finding that Dr. Ostrer had standing, but concluded that the district court had erred in finding that the other Plaintiffs had standing:

Accordingly, although we affirm the district court’s decision to exercise declaratory judgment jurisdiction, we affirm on much narrower grounds. The district court failed to limit its jurisdictional holding to affirmative acts by the patentee directed at specific Plaintiffs, * * * erroneously holding all the Plaintiffs had standing based on “the widespread under-standing that one may engage in BRCA1/2 testing at the risk of being sued for infringement liability by Myriad,” * * * We disagree, and thus we reverse the district court’s holding that the various plaintiffs other than Dr. Ostrer have standing to maintain this declaratory judgment action. Simply disagreeing with the existence of a patent or even suffering an attenuated, non-proximate, effect from the existence of a patent does not meet the Supreme Court’s requirement for an adverse legal controversy of sufficient immediacy and reality to warrant the issuance of a declaratory judgment. * * *.

Comment:  The opinion was dated July 29, 2011.  In a letter to the Federal Circuit dated July 27, 2011, counsel for defendants/appellants advised the court, inter alia, that Dr. Ostrer was leaving NYU to join the Department of Genetics at Albert Einstein College of Medicine, and that Einstein Genetics did not offer, and was not qualified to offer, clinical genetic testing:
[image: image631.emf]
Counsel also urged that under Benitec Australia Ltd. v. Nucleonics, Inc.,
 “[t]he burden is on the party claiming declaratory judgment jurisdiction to establish that such jurisdiction existed at the time the claim for declaratory relief was filed and that it has continued since.”

On July 29, 2011, the ACLU, on behalf of the plaintiffs/appellees, advised the Federal Circuit that although Dr. Ostrer had accepted a position on the staff of Albert Einstein College of Medicine, he was accepting the position of Director of Genetic and Genomic Diagnostics at the Montefore Medical Center which had the capability to do BRCA1/2 gene sequencing, and that “Dr. Ostrer continues to wish to engage in the sequencing but cannot do so as a direct result of the actions of defendant Myriad”:

[image: image632.emf]
Thus, Dr. Ostrer’s standing as of the date of the Federal Circuit’s decision – and perhaps later when the Federal Circuit’s mandate issues – is in doubt.  Because Dr. Ostrer was the only plaintiff that the Federal Circuit found had standing, if the foregoing events indicate that Dr. Ostrer did not have standing under the Federal Circuit’s rationale as of the date of its decision – or possibly later as of the date of its mandate – it is potentially possible that the Federal Circuit’s further decisions on the merits of the action – namely the § 101 issues – have no effect due to the lack of any one plaintiff having standing.  Accordingly, counsel should be cautious in relying on any substantive portion of this opinion dealing with issues under § 101.
e) District Court Has Declaratory Judgment Jurisdiction to Resolve Controversy Whether Patent Rights Are Exhausted: Inconsistent Arguments Before the ITC May Give Rise to an Art. III Controversy [image: image633.png]
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In Powertech Technology Inc. v. Tessera, Inc.,
 the Federal Circuit reversed the district court’s dismissal of a declaratory judgment action for lack of an Art. III case or controversy.

Tessera was the owner of a patent drawn to protecting the terminals on semiconductor chips when encapsulated in plastic.  As illustrated below:

[image: image635.emf]
a protective barrier 30 protected terminals 26 of chip 12 from coming into contact with encapsulant 40 when injected through hole 36.

PTI was a Taiwanese company that packaged chips for various customers.  PTI’s customers sent bare chips to PTI and PTI would encapsulate them in protective materials.  PTI’s customers would then incorporate the chips in various electronic products.

Tessera had licensed its technology to a number of companies, including PTI.  PTI asserted that it had complied with all of its obligations under that license.

The declaratory judgment action arose because Tessera had initiated an ITC proceeding and parallel district court litigation alleging that 18 defendants had infringed the patent-in-suit and three other patents.  The accused products in those actions were (1) “wBGA” chips, and (2)  “μBGA” chips.  Tessera had licensed PTI to manufacture both types of chips.  PTI was not named in either action, but asserted that some of the named companies were customers who directly or indirectly purchased their chips from PTI.

In the ITC proceeding, the ALJ held that the current patent-in-suit was not invalid and was not infringed by the accused “wBGA” and “μBGA” chips.  The ALJ further held that Tessera’s patent rights had been exhausted for all accused products sold by Tessera licensees, including PTI.  In its Final Determination, the ITC affirmed the ALJ’s conclusion that the “wBGA” chips did not infringe, but held that the “μBGA” chips did infringe.  The ITC did not issue an exclusion order, though, because it determined that one respondent was the importer of all “μBGA” chips, and that those chips were purchased from licensed vendors, including PTI.

In Tessera, Inc. v. International Trade Commission,
 the Federal Circuit affirmed the ITC’s conclusion that there was no § 337 violation, holding, inter alia, that the current patent-in-suit was not invalid, the accused wBGA chips did not infringe, and that patent exhaustion applied to the μBGA chips.

While the ITC case was pending, PTI made royalty payments to Tessera for wBGA products, but “under protest” because PTI contended those products did not infringe.  PTI then filed the current declaratory judgment action.

PTI sought a declaration that the wBGA products did not infringe, and that the patent-in-suit was invalid based on prior art that was not before the ITC.  Rather, PTI relied on prior art that had been raised during a reexamination, and had been used to reject various claims.  Tessera’s appeal of those rejections remained pending.

Tessera moved to dismiss urging that the ITC and district court actions could not create a controversy because as long as PTI remained a licensee in good standing, PTI’s customers had protection against any infringement suit. Tessera also argued that there was no controversy because even if the patent-in-suit was found to be invalid or not infringed, PTI nevertheless retained an obligation to make royalty payments under the license.

The district court granted Tessera’s motion reasoning that (1) PTI’s products could not have been involved in the ITC action because PTI’s products were manufactured under a license with Tessera, (2) there was no actual controversy because the license agreement required PTI to make royalty payments whether or not the products were covered by the patent-in-suit, and (3) even if there was an actual controversy, the district court in its discretion would decline to hear the case because judicial efficiency favored hearing the DJ action with the pending parallel district court action.  As noted above, the Federal Circuit reversed and remanded.

The Federal Circuit reiterated that under MedImmune, Inc. v. Genentech, Inc.,
 an Article III case or controversy exists when “the facts alleged, under all the circumstances, show that there is a substantial controversy, between parties having adverse legal interests, of sufficient immediacy and reality to warrant the issuance of a declaratory judgment.”

In Arris Group Inc. v. British Telecommunications PLC,
 the Federal Circuit held that “[w]here a patent holder accuses customers of direct infringement based on the sale or use of a supplier’s equipment, the supplier has standing to commence a declaratory judgment action if * * * there is a controversy between the patentee and the supplier as to the supplier’s liability for induced or contributory infringement based on the alleged acts of direct infringement by its customers.”

PTI alleged that there were two controversies – the first being Tessera’s allegations against its customers in the ITC and parallel district court action.  PTI contended that the controversy was whether the wBGA chips were within the scope of the claims, and because the patent-in-suit was allegedly invalid.  Tessera contended that there was no controversy because all of PTI’s products were properly licensed.

However, the Federal Circuit noted, Tessera’s argument was inconsistent with its argument before the ITC.  Before the ITC, Tessera argued that products were only licensed and not infringed if royalty payments were current.  Some licensees, including PTI, had allegedly underpaid royalties or royalties were paid late.  Tessera argued that such sales were “unlicensed” and did not trigger exhaustion.  The Federal Circuit concluded that “[t]hese allegations created a controversy as to whether certain sales of PTI’s products were unlicensed and infringing.”

The Federal Circuit further held that “[w]hile we conclude that Tessera’s allegations against PTI’s customers with respect to infringement in the ITC and Texas actions created declaratory judgment jurisdiction, it is clear that resolution of that controversy is governed by our decision in Tessera.”  The Federal Circuit reasoned that “[a]lthough the resolution of the ITC action will not have preclusive effect on either the district court in Texas or the district court in this case, both courts are nonetheless bound by stare decisis to abide by any legal precedents established by our court in Tessera. * * * In Tessera, we held that sales authorized under a license do not become unauthorized or infringing sales because a licensee subsequently delays royalty payments due under that license.”

The Federal Circuit concluded that “[b]ecause neither party disputes that PTI’s wBGA and μBGA products are covered by the license agreement, to the extent Tessera’s claims against PTI’s customers arise from the same set of facts addressed in Tessera, the result we reached there would control equally here. Accordingly, we vacate the dismissal on jurisdictional grounds and remand with instructions to apply our decision in Tessera.”

The second controversy, according to PTI, was whether PTI had a continuing obligation to pay royalties under the license with Tessera.  PTI contended that the terms of the license did not require royalty payments if wBGA chips did not infringe, or if the patent was invalid.  Tessera argued that there was no Art. III controversy as long as PTI complied with the license.

The Federal Circuit rejected that argument:  “In essence, Tessera’s argument is that PTI must breach its license before it can challenge the validity of the underlying patent. This contention, however, is contrary to the Supreme Court’s decision in MedImmune, in which the Court held that a licensee did not need to repudiate a license agreement by refusing to pay royalties in order to have standing to declare a patent invalid, unenforceable, or not infringed. * * * Like the petitioner in MedImmune, PTI is seeking to define its rights and obligations under its contract with Tessera. It need not repudiate its license agreement to do so. There is also no provision in the license agreement in which PTI has agreed not to argue non-infringement or invalidity.”

As for the district court’s alternative ground, namely exercising its discretion not to hear the case, the Federal Circuit held that was an abuse of discretion because it ignored a forum selection clause in the license agreement.  The clause stated that “if either party files a claim in a state or federal court, such claim shall be filed in the state or federal courts in California.”  The parallel district court action was pending in the Eastern District of Texas, and thus the failure of the Northern District of California to hear the action would violate the forum selection clause.  The Federal Circuit concluded that forum selection clause was valid and enforceable.

f) When an Accused Infringer Files a Declaratory Judgment Counterclaim Alleging That All Asserted Claims Are Invalid, and the Patentee Subsequently Narrows the Asserted Claims, the Alleged Infringer Must Show That the District Court Continues to Have Declaratory Judgment Jurisdiction Over Non-Asserted Claims [image: image636.png]



Two related appeals, Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck I),
 and Streck, Inc. v. Research & Diagnostic Systems, Inc., (Streck II),
 involved the same parties and subject matter, and both were appeals from the District of Nebraska.  The appeals were heard on the same day.  Streck I, authored by Circuit Judge Newman, was a § 146 action following an interference decided by the PTO Board of Patent Appeals and Interferences.  The opinion in Streck I was dated October 20, 2011.  Streck II, authored by Circuit Judge O’Malley, was an appeal from an infringement trial.  The opinion in Streck II was dated January 10, 2012.

Streck I addressed various procedural issues in § 146 actions, as well as priority of invention.  A declaratory judgment issue in Streck II will be discussed here.

Streck filed suit against R&D in the District of Nebraska in 2006, and R&D counterclaimed seeking a declaration that the claims of the patents-in-suit were invalid and not infringed.  The parties agreed that the Patent Rules of the Northern District of California would apply.  Under those rules, the patentee discloses the asserted claims, and its infringement contentions.  The accused infringer then responds with its asserted invalidity contentions.

Streck initially alleged that R&D infringed “at least claims 28 and 29 of the ’500 patent, claims 1, 4, 5, 6, 8-9, 13, 15, and 26-29 of the ’668 patent, and claim 13 of the ’388 patent literally and/or under the doctrine of equivalents * * *.”  R&D then served its invalidity contentions asserting that “Johnson Inventions [i.e., the inventions R&D asserted in the priority contest] anticipate each claim asserted by Streck, including at least claims 28 and 29 of the ’500 patent, claims 1, 4, 5, 6, 8-9, 13, 15, and 26-29 of the ’668 patent, and claim 13 of the ’388 patent.”
On December 16, 2008, Streck informed R&D that it was asserting only the following ten claims: claims 28-29 of the ’500 patent; claims 1, 4, 5, 6, 8, 9, and 13 of the ’668 Patent; and claim 13 of the ’388 patent.  R&D in March 2008, amended its invalidity contentions to assert that all claims of the patents-in-suit, except Claim 20 of the ’388 Patent, were invalid for failure to satisfy enablement and written description requirements.
R&D on January 2, 2009, served its final invalidity contentions alleging that: (1) Johnson’s inventions anticipated each of Streck’s asserted claims; (2) each claim of the patents-in-suit, except claim 20 of the ’388 patent, was invalid for failure to satisfy enablement and written description requirements; and (3) claim 3 of both the ’500 and the ’668 patents was invalid for indefiniteness. In May 2009, Streck removed claim 4 of the ’668 patent from the list of asserted claims, thus reducing the number to a total of nine claims.
The district court dismissed R&D’s invalidity counterclaims with respect to claim 3 of the ’500 and ’668 patents finding that Streck had not asserted infringement of those claims, and that R&D had “no ‘reasonable apprehension’ it will face an infringement suit on any claims other than those that Streck asserts it has infringed in this action.”  Prior to trial, the district court excluded R&D’s evidence of invalidity on all unasserted claims.
On appeal, the Federal Circuit affirmed.  R&D argued that the district court had applied an outdated “reasonable apprehension of suit test” and that Streck’s withdrawal of claims “more than two years into this case” did not deprive the court of jurisdiction over its invalidity counterclaims.  R&D also argued that its counterclaim was sufficient to put Streck on notice that all claims were at issue.
The Federal Circuit explained that “[i]t is well-established that, in patent cases, the existence of a ‘case or controversy must be evaluated on a claim-by-claim basis.’ * * * A party claiming declaratory judgment jurisdiction has the burden of showing ‘that the facts alleged, “under all the circumstances, show that there is a substantial controversy, between the parties having adverse legal interests, of sufficient immediacy and reality to warrant the issuance of a declaratory judgment.” ’ * * * The party seeking a declaratory judgment must establish that jurisdiction ‘existed at the time the claim for declaratory relief was filed and that it has continued since.’ * * * In other words, jurisdiction must exist ‘at all stages of review, not merely at the time the complaint [was] filed.’ ”

The Federal Circuit further explained that prior to MedImmune, Inc. v. Genentech, Inc.,
 the Federal Circuit had applied a two-prong jurisdiction analysis: a declaratory judgment plaintiff had to show: (1) an explicit action by the patentee that creates the “reasonable apprehension” of an infringement suit; and (2) present activity by the declaratory judgment plaintiff that could constitute infringement or steps taken with intent to infringe.  The Supreme Court in MedImmune, the Federal Circuit explained, rejected strict reliance on the “reasonable apprehension of suit” prong of the test, and held that there was no bright-line rule for determining whether an action satisfied the case or controversy requirement.  Instead, according to the Supreme Court, was:

that the dispute be definite and concrete, touching the legal relations of parties having adverse legal interests; and that it be real and substantial and admit of specific relief through a decree of a conclusive character, as distinguished from an opinion advising what the law would be upon a hypothetical state of facts.

The Federal Circuit explained that “although the Supreme Court rejected the reasonable apprehension of suit test as the sole test for jurisdiction, ‘it did not completely do away with the relevance of a reasonable apprehension of suit.’ * * * Instead, in the wake of MedImmune, ‘proving a reasonable apprehension of suit is one of multiple ways that a declaratory judgment plaintiff can satisfy the more general all-the-circumstances test’ to establish jurisdiction.”

The Federal Circuit noted that one district court, Hoffman-La Roche Inc. v. Mylan Inc., 2009 U.S. Dist. LEXIS 114784, at *17-18 (D.N.J. Dec. 9, 2009), had found that it lacked declaratory judgment jurisdiction over patent claims that were initially asserted in a broad complaint and subsequently not included in the narrower scope of claims alleged to be infringed.  The district court reasoned that “with respect to claims that were no longer asserted, the counterclaimant seeking declaratory judgment ‘must meet its burden under MedImmune and show that a live case or controversy exists and continues to exist on a claim-by-claim basis and at every stage of the litigation.’ ” The district court concluded that the plaintiff’s decision “to change its position did not automatically divest the court of jurisdiction, but the counterclaimant must show that jurisdiction continues to exist with respect to the now unasserted claims.” Because “the counterclaimant failed to make that showing, the [district] court found that it lacked jurisdiction over those discrete claims.”
 
The Federal Circuit agreed:  “Although Hoffman is not binding on this court, we find its analysis persuasive and agree that, consistent with MedImmune, a counterclaimant must show a continuing case or controversy with respect to withdrawn or otherwise unasserted claims.”

The Federal Circuit concluded that “although the district court relied on pre-MedImmune case law in its summary judgment order, and incorrectly relied on the absence of a ‘reasonable apprehension’ of suit to defeat jurisdiction, considering the totality of the circumstances, we agree with the district court’s determination that it lacked jurisdiction over the unasserted claims. Importantly, there is no evidence that R&D met its burden of showing a continuing case or controversy with respect to the unasserted claims. Indeed, R&D does not seriously argue here that it did so, relying instead only on the district court’s misstatement of current governing law.”

2. Personal Jurisdiction

a) “only enforcement or defense efforts related to the patent rather than the patentee’s own commercialization efforts are to be considered for establishing specific personal jurisdiction in a declaratory judgment action against the patentee”: Commercialization Efforts Directed Solely to the Plaintiff Do Not Create Special Jurisdiction [image: image637.png]


 
In Radio Systems Corp. v. Accession, Inc.,
 the Federal Circuit affirmed the district court’s dismissal of a declaratory judgment action for lack of personal jurisdiction over the defendant, reiterating that “only enforcement or defense efforts related to the patent rather than the patentee’s own commercialization efforts are to be considered for establishing specific personal jurisdiction in a declaratory judgment action against the patentee.”

Radio Systems was a Delaware corporation having its principal of business in Knoxville, Tennessee.  Radio Systems produced pet products including an electronic pet access door, known as the “SmartDoor,” that unlocked in response to signals from a transmitter worn by the pet.  Accession was a New Jersey corporation having its principal place of business in Hamilton, New Jersey.  Accession had one employee – its president, Thomas Sullivan. Sullivan was the named inventor on a patent drawn to a portable pet access door for sliding glass doors known as the “Wedgit.”

While the application for the patent on the Wedgit was pending, Sullivan sent a letter to Radio Systems attempting to interest Radio Systems in licensing the Wedgit.  After getting no response, Sullivan sent another letter noting he had received a notice of allowance from the PTO.  Radio Systems asked for the pending patent number by email.  Sullivan responded by email giving the patent number and suggesting a “cooperative effort.”

Sullivan later emailed Radio Systems noting that a patent on the Wedgit had issued and proposed that Accession could provide Radio Systems with Wedgit pet doors for sale to its customers.  The parties exchanged correspondence, but no agreement was reached.  Radio Systems also filed an application for a patent on its SmartDoor.

Sullivan later emailed Radio Systems again trying to interest Radio Systems in the Wedgit, and the parties ultimately agreed to a meeting in which Radio Systems could review a demonstration of the Wedgit.  The parties signed a non-disclosure agreement prepared by Radio Systems.  In April 2009, Sullivan traveled to Tennessee to demonstrate the Wedgit for Radio Systems.  After the meeting, Sullivan sent more emails to Radio Systems, but Radio Systems expressed no interest.  In July 2009, Sullivan advised Radio Systems that he would try to commercialize the Wedgit on his own.

The PTO issued a notice of allowance in Radio System’s application on the SmartDoor.  Accession in the interim engaged legal counsel in New Jersey.  On August 20, 2009, Accession’s counsel left a voice mail message with the examiner handling the SmartDoor application advising him of Accession’s patent.  Accession’s counsel also telephoned Radio Systems’ counsel advising him that Accession’s counsel believed the SmartDoor infringed the patent on the Wedgit, and that an interference proceeding was possible.  Accession’s counsel later that day left a voice message with Radio Systems’ counsel advising that Sullivan should be named a co-inventor on the SmartDoor application.

A few days later, Accession’s counsel sent Radio Systems’ counsel an email asking whether Accession’s patent had been drawn to the attention of the PTO.  The next day, the PTO examiner returned Accession’s counsel’s telephone call, and subsequently withdrew the notice of allowance for the SmartDoor application.

Accession’s counsel then sent an email to Radio Systems’ counsel telling him of the conversation with the PTO examiner.  On September 1 and 23, 2009, Accession’s counsel sent Radio Systems letters outlining Accession’s infringement allegations, and suggested a license.

On November 5, 2009, Radio Systems filed a declaratory judgment action complaint in the Eastern District of Tennessee seeking a declaration of non-infringement and invalidity.  Accession responded with a motion to dismiss for lack of personal jurisdiction, or in the alternative, to transfer the action to the District of New Jersey.  The district court granted the motion to dismiss.  Accession then filed an action for infringement in the District of New Jersey.

Radio Systems conceded that the Tennessee court had no general jurisdiction over Accession.  Thus, the question was whether Accession’s activities arose to the level of establishing specific jurisdiction.

The Federal Circuit reiterated that “[i]n order to satisfy due process requirements for establishing specific jurisdiction over a defendant, the plaintiff must show that the defendant purposely directed its activities at residents of the forum and that the plaintiff’s claim arises from or relates to those activities. In addition, the plaintiff must satisfy the court that the assertion of personal jurisdiction under the circumstances is reasonable and fair.”

The Federal Circuit explained that “[i]n Red Wing Shoe Co. v. Hockerson-Halberstadt, Inc., 148 F.3d 1355 (Fed. Cir. 1998), we held that ordinary cease-and-desist notices sent by a patentee to an alleged infringing party in a different state are not sufficient to subject the patentee to specific jurisdiction in that state. As a matter of patent law policy, we held that ‘[p]rinciples of fair play and substantial justice afford a patentee sufficient latitude to inform others of its patent rights without subjecting itself to jurisdiction in a foreign forum.’ ”

The Federal Circuit further explained that “[i]n subsequent cases, we have held that certain other patent enforcement actions, taken in conjunction with the issuance of cease-and-desist letters, are sufficient to support specific jurisdiction over a patentee in a foreign forum. See Autogenomics, Inc. v. Oxford Gene Tech. Ltd., 566 F.3d 1012, 1019 (Fed. Cir. 2009) (collecting cases).”

However, the Federal Circuit noted, “we have held that not all of a patentee’s activities in the forum state are sufficient to create a basis for asserting personal jurisdiction. In Avocent Huntsville Corp., [v. Aten Int’l Co., 552 F.3d 1324, 1329 (Fed. Cir. 2008)] we explained that an action for a declaratory judgment ‘arises out of or relates to the activities of the defendant patentee in enforcing the patent or patents in suit,’ and that the relevant inquiry for specific jurisdiction is ‘to what extent * * * the defendant patentee purposefully directed such enforcement activities at residents of the forum and the extent to which the declaratory judgment claim arises out of or relates to those activities.’ * * * Thus, only those activities of the patentee that relate to the enforcement or defense of the patent can give rise to specific personal jurisdiction for such an action.”

The district court concluded that the only activities directed at Tennessee were Accession’s cease and desist letters in August and September 2009, and Accession’s activities prior to that point (emails, the demonstration etc.) were efforts at commercializing the Wedgit.

Radio Systems argued that those earlier contacts with Tennessee should have been considered.  The Federal Circuit disagreed.  The Federal Circuit concluded that Avocent controlled:  “We have characterized the rule in Avocent as follows: that ‘only enforcement or defense efforts related to the patent rather than the patentee’s own commercialization efforts are to be considered for establishing specific personal jurisdiction in a declaratory judgment action against the patentee.’ ”

The Federal Circuit noted that Sullivan’s earlier efforts to interest Radio Systems in the Wedgit were not “enforcement or defense efforts,” but rather attempts at commercialization.  The Federal Circuit concluded that the Avocent court had not distinguished between general efforts at commercialization and activities directed solely to the plaintiff:  “The fact that Mr. Sullivan focused on Radio Systems in his effort to commercialize his invention therefore does not render his activities in Tennessee sufficient for the exercise of specific personal jurisdiction.”

The Federal Circuit also rejected Radio Systems’ argument that the telephone calls to the PTO, and Accession counsel’s charge of infringement were sufficient to create personal jurisdiction.  The Federal Circuit reasoned that “[a]s we have noted, the e-mails and letters from Accession’s counsel to Radio Systems are insufficient to give rise to personal jurisdiction in light of the principles of Red Wing Shoe. Warnings and threats of infringement suits are typical in such correspondence, as are offers to license. Thus, if Accession’s contacts with the PTO are to give rise to jurisdiction as extra-judicial enforcement efforts, they must be sufficient by themselves to do so.”  The Federal Circuit noted that “[h]ere, the district court held that Accession’s contacts with the PTO did not support Radio Systems’ jurisdictional argument because those contacts were directed at Virginia (the site of the PTO) rather than Tennessee. In doing so, the district court correctly followed our holding in Avocent.”

The Federal Circuit also rejected Radio Systems’ contention that Accession had consented to jurisdiction in Tennessee in the non-disclosure agreement.  The agreement, however, was limited to “any cause of action arising under this Agreement or arising out of the subject matter relating to this Agreement.”  The Federal Circuit concluded that the declaration judgment action did not arise out of the non-disclosure agreement.

b) Statements on Websites And in Trade Publications May Serve to Support Asserting Personal Jurisdiction [image: image638.png]
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In Nuance Communications, Inc. v. Abbyy Software House,
 Nuance, owner of several patents drawn to optical character recognition (OCR) software, filed a patent infringement action against Abbyy USA Software House (Abbyy USA).  Nuance later filed an amended complaint adding Abbyy Production LLC (Abbyy Production), a Russian corporation, and Abbyy Software, Ltd. (Abbyy Software), a Cyprus corporation.  Abbyy USA and Abbyy Productions were wholly-owned subsidiaries of Abbyy Software.  Abbyy Productions was serviced by a local process server, who delivered a copy of the amended complaint, amended summons, and Standing Orders of the Court, along with Russian translations.  The foreign Abbyy defendants filed a motion to dismiss for lack of personal jurisdiction and improper service of process.  The district court granted the motion without allowing Nuance further discovery.  The district court held that the foreign Abbyy defendants had not purposefully directed any specific activities at California residents, and Abbyy Production had been properly served under the Hague Convention.  On appeal, the Federal Circuit reversed the dismissal of Abbyy Production, vacated and remanded the dismissal of Abbyy Software, and held that the district court had erred by dismissing for lack of proper service.

The Federal Circuit noted that Abbyy Software’s website explained that “ABBYY is an international company with 9 offices in different countries, including Russia, Germany, the United States, Ukraine, the UK, Cyprus, Japan and Taiwan.” The website stated that ABBYY was founded in 1989 by David Yang, currently “the chairman of ABBYY’s board of directors.” The website describes a “Global Management Team” for the Abbyy companies, which included David Yang, the Chairman of the Global Management Team and the CEO of Abbyy Software; Sergey Andreyev, the CEO of Abbyy Production; and Dean Tang, the CEO of Abbyy USA.

The Federal Circuit further noted a February 2008 article in Trade Secret Magazine stating that “[i]n the opinion of the company’s management, nothing is able to prevent the company now from conquering the U.S. market.” The article reported that David Yang, the CEO of Abbyy Software, previously “failed at the American market,” but he is now “going to make his return with new solutions.”

The Federal Circuit further noted that the article included extensive quotes from Sergey Andreyev, CEO of Abbyy Production, about Nuance and the lawsuit. Andreyev characterized the launch of Abbyy’s FineReader software in the United States as an act of revenge for the lawsuit, even though Abbyy Production and Abbyy Software had not then been named as parties to the suit:

Nowadays ABBYY is actively getting ready for the issue of the FineReader software program to the American retail market. The company was forced to do so by its main American competitor – by the Nuance Communications Company, which in the end of last year filed a lawsuit against ABBYY claiming the latter used the company’s developments in its work. “They felt a threat on our behalf -- and struck first. Now Americans demand us to present our software program code for examination by experts,” Sergei Andre[y]ev explains the situation. “We do not want to show it and we demand an independent expert examination. And we decided to enter the retail market so that their life does not seem so wonderful.” In the past the company thought that retail sales were unprofitable due to a high entrance price and the need to conduct advertisement campaigns. “However, when competition inflicted the first blow, this became becoming a matter of principle, and the winner of the battle may win the whole US market, too. We are no strangers to battles with competition,” Andreev puts on a brave face.

The Federal Circuit reasoned that it appeared from the record that Abbyy Production developed software and provided Abbyy USA with master copies of the software.  Abbyy USA licensed the software from Abbyy Production in exchange for payments based on net sales minus costs, expenses and an operating profit margin of 4.5%.  

The Federal Circuit held in Akro Corp. v. Luker,
 that Federal Circuit law, rather than regional circuit law, controlled personal jurisdiction in patent infringement cases.  Ultimately, the question according to Burger King Corp. v. Rudzewicz,
 is “whether the defendant purposefully established ‘minimum contacts’ in the forum State.”  Here, the Federal Circuit noted that California’s long-arm statute was co-extensive with federal due process requirements.

The Federal Circuit reiterated that it applies “a three prong test to determine if specific jurisdiction exists: (1) whether the defendant purposefully directed activities at residents of the forum; (2) whether the claim arises out of or relates to those activities; and (3) whether assertion of personal jurisdiction is reasonable and fair.”
  According to the Federal Circuit, “[t]he Supreme Court advises that the third factor applies only sparingly. When a defendant seeks to rely on the ‘fair play and substantial justice’ factor to avoid the exercise of jurisdiction by a court that otherwise would have personal jurisdiction over the defendant, ‘he must present a compelling case that the presence of some other considerations would render jurisdiction unreasonable.’ ”

Nuance argued that Abbyy Production had purposefully directed its activities at California residents per the first prong of Akro noting the stated goal of “conquering” the U.S. market; importation of allegedly infringing products into California; extraction of royalty payments for the sale of those products; and Abbyy Production’s agreement to provide assistance to Abbyy USA in selling, reproducing, and modifying the accused products in California.  The Federal Circuit noted that as of the date of the Trade Secret Magazine article, Abbyy’s FineReader program allegedly controlled about thirty-percent of the U.S. market.

The foreign Abbyy defendants argued that they had not taken any action under § 271 directed at California, citing HollyAnne Corp. v. TFT, Inc.,
 and Pieczenik v. Dyax,
 in which the Federal Circuit had found a lack of personal jurisdiction.

The Federal Circuit distinguished both cases.  The court concluded that HollyAnne was inapposite because, according to statements in the Trade Secret magazine article,
 Abbyy Production sought to “conquer” the U.S. market rather than donate its services, and Abbyy Production’s contacts were more extensive than in HollyAnne.  The court distinguished Pieczenik noting that the New York long-arm statute was not co-extensive with federal due process.  Also, the court noted that Pieczenik involved arms-length transactions between unrelated entities, and that was not the case here.  Here, Abbyy Production had an expressed intent to “win the whole US market, and over 95% of the profits resulting from the sale of software through Abbyy USA flowed to Abbyy Production.

The Federal Circuit held that Abbyy Production’s activities satisfied the first prong of the Akro analysis.

The Federal Circuit further held that Abbyy Productions’ activities also satisfied the second prong of the Akro analysis because Nuance’s infringement claims related to Abbyy Production’s importation of goods into California.  Abbyy Production argued that it could not import products within the meaning of § 271(a) because it had no physical presence in California.  The Federal Circuit was not persuaded pointing to the fact that Abbyy Production provided copies of the software to Abby USA.  The Federal Circuit reasoned that Abbyy Productions retained ownership of the software and received more than ninety-five percent of the profits from sale of the software.  The Federal Circuit concluded that those facts were sufficient to satisfy the second prong of the Akro analysis.

The Federal Circuit further held that Abbyy Production met the “stream of commerce” analysis of World-Wide Volkswagen Corp. v. Woodson,
 and Beverly Hills Fan Co. v. Royal Sovereign Corp.,
 noting that therein “[a]lthough the foreign manufacturer had no license for doing business in the forum, no assets, employees, or agents for service of process in the forum, and no direct sales in the forum, this court found the exercise of jurisdiction proper because the manufacturer purposefully shipped products through an established distribution channel with the expectation that those products would be sold in the forum. * * * The court declined to address whether the exercise of personal jurisdiction requires something more than the mere act of placing a product in the stream of commerce with the expectation that it would be purchased in the forum state, finding that the plaintiff made the required jurisdictional showing under either version of the stream of commerce theory.”

Here, the Federal Circuit reasoned that Abbyy Production purposefully shipped the allegedly infringing software into California through established distribution channels with the expectation that it would be sold there.

As for the third Akro prong, the foreign Abbyy defendants urged that the assertion of jurisdiction would be unfair.  The Federal Circuit disagreed noting that “Abbyy Production established a distribution system with Abbyy USA that was intended to deliver products to the U.S. market via a commonly owned California entity. Abbyy Production knew the destination of its products, and its conduct and connections with the forum state were such that it should have reasonably anticipated being brought into court there. * * * Because the exercise of jurisdiction over Abbyy Production would not violate due process, and because California’s long-arm statute is coextensive with federal due process, this court concludes that the district court erred when it declined to exercise personal jurisdiction over Abbyy Production.”

With respect to Abbyy Software, the Federal Circuit concluded that the extent of Abbyy Software’s involvement was uncertain, and therefore vacated and remanded.  The Federal Circuit also concluded that the district court had effectively denied Nuance’s request for jurisdictional discovery.  And improperly so.  The Federal Circuit concluded that the district court had abused its discretion in dismissing Abbyy Software without allowing Nuance jurisdictional discovery.

With respect to the alleged improper service, the Federal Circuit concluded that the Federal Rules of Civil Procedure authorized service of process in the manner that occurred.  

The Federal Circuit noted that the Russian Federation was a signatory to the Hague Service Convention, but objected to some of its terms.  A U.S. State Department circular advised “requests sent [via diplomatic channels or] directly by litigants to the Russian Central Authority under the Hague Service Convention are returned unexecuted.” Apparently the Russian Federation “unilaterally suspended all judicial cooperation with the United States in civil and commercial matters in 2003.”

Nuance also submitted a declaration by the Director of Operations of Crowe Foreign Services averring that “the Russian Federation does not consider the Hague Service Convention to be in effect between the Russian Federation and the United States, making service via the Hague Service Convention in the Russian Federation not possible.”

The foreign Abbyy defendants urged that services must have been attempted before pursuing other forms of service.  The Federal Circuit disagreed noting other courts had concluded that alternative methods of service were appropriate without attempting service under the Hague Service Convention.  

The Federal Circuit noted that under Rule 4(f)(3), federal courts have discretionary authority to direct service “by other means not prohibited by international agreements.” The Advisory Committee Note to Rule 4 explains that Rule 4(f)(3) is appropriate where a signatory to the Hague Service Convention has “refused to cooperate for substantive reasons.” The Federal Circuit further noted that California courts had authorized service under that rule on California entities for foreign defendants, and had been used by other courts to serve litigants from the Russian Federation.  

The Federal Circuit concluded that substitute service on Abbyy USA was appropriate because “it is reasonably calculated to apprise Abbyy Production of the pendency of the action and afford it an opportunity to respond.”  The Federal Circuit remarked that “[i]ndeed, the Trade Secret Magazine article reveals that Abbyy USA was effectively passing information about this lawsuit to Abbyy Production even before Nuance attempted to serve Abbyy Production.”  The Federal Circuit directed that “[o]n remand, the district court should therefore allow alternate service as it deems appropriate, including at least substitute service, pursuant to Rule 4(f)(3), of Abbyy Production by substitute service on Abbyy USA.”

C. Procedure 
1. Pre-Trial Procedure

a) Motions to Transfer Venue
i. A Court May Exercise Its Discretion Not to Transfer a Case Even if the Convenience Factors Favor a Transfer, if Judicial Economy Outweighs the Convenience Factors [image: image641.png]
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In In re Vistaprint Ltd.,
 the Federal Circuit denied a petition for writ of mandamus filed by Vistaprint and OfficeMax Incorporated seeking an order directing the United States District Court for the Eastern District of Texas to transfer the case to the United States District Court for the District of Massachusetts.  The Federal Circuit held that the convenience factors were important, but not necessarily conclusive.

ColorQuick, L.L.C., a New Jersey company, brought suit alleging that Vistaprint and OfficeMax were infringing its patent related to preparing production data for printing.  Vistaprint was a foreign corporation, but one of its subsidiaries, Vistaprint USA, Inc. – which was not a party – had a large presence in Massachusetts.  Vistaprint moved to transfer the action to Massachusetts because that was close to the residences of Vistaprint USA’s employees who might serve as witnesses at trial, and where many of the documents were stored.  OfficeMax was a Delaware corporation with its principal place of business in Illinois.  The accused OfficeMax services were operated by Vistaprint.

The district court denied the motion.  The district court weighed the convenience factors favoring transfer, but concluded that interests of judicial economy outweighed those factors.  The district court noted that it had substantial experience with the patent-in-suit based on prior litigation, which included a hearing and lengthy opinion construing various terms.  The district court also noted that there was a second, co-pending case between ColorQuick and another defendant involving the same patent-in-suit, same underlying technology, and involving similar services.

In In re Zimmer Holdings, Inc.,
 the Federal Circuit made clear that if the convenience factors strongly favored a transfer, a decision to deny transfer could not be based solely on “negligible” judicial efficiencies.  Here, however, the Federal Circuit added that “[w]e cannot say, however, that the weight the court afforded judicial economy here amounted to a ‘patently erroneous result.’ ”

The Federal Circuit reasoned that “[e]ven if it was the magistrate and not the trial judge who gained substantial experience in construing the patent claims during prior litigation, it was not plainly incorrect to conclude that having the same magistrate judge handle this and the co-pending case involving the same patent would be more efficient than requiring another magistrate or trial judge to start from scratch. Similarly, even if trying these two related cases before the same court may not involve the same defendants and accused products, it does not appear on its face erroneous to conclude that maintaining these two cases before the same court may be beneficial from the standpoint of judicial re-sources.”

Vistaprint argued that it was always improper for a district court to deny transfer based on judicial economy when all of the convenience factors clearly favor transfer.  The Federal Circuit disagreed:  “We have certainly noted the importance of the convenience factors. * * * However, [the Federal Circuit’s prior cases] did not present the court with a showing of judicial economy comparable to that in this case.”
  

The Federal Circuit concluded that “[a]t the end of the day, § 1404(a) balances a number of case-specific factors, not just convenience. Further, § 1404(a) commits the balancing determination to the sound discretion of the trial court based not on per se rules but rather on an ‘individualized, case-by-case consideration of convenience and fairness.’ * * * Our reluctance to interfere is not merely a formality, but rather a long-standing recognition that a trial judge has a superior opportunity to familiarize himself or herself with the nature of the case and the probable testimony at trial, and ultimately is better able to dispose of these motions.”

Here, the Federal Circuit concluded that the district court had properly found that the interests of judicial economy outweighed the convenience factors.  The Federal Circuit added in a footnote, however:

Our holding today does not mean that, once a patent is litigated in a particular venue the patent owner will necessarily have a free pass to maintain all future litigation involving that patent in that venue. However, where, as here, the trial court performed a detailed analysis explaining that it is very familiar with the only asserted patent and the related technology, and where there is a co-pending litigation before the trial court involving the same patent-in-suit, and pertaining to the same underlying technology and accusing similar services, we cannot say the trial court clearly abused its discretion in denying transfer.

ii. That the District Court Handled Litigation Involving the Same Patent 5 Years Earlier is Insufficient Reason to Deny a Motion to Transfer [image: image644.png]
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In In re Verizon Business Network Services, Inc.,
 the Federal Circuit granted the petition for a writ of mandamus ordering that the case be transferred from the Eastern District of Texas to the Northern District of Texas.

The suit was brought by Red River Fiber Optic Corporation, asserting that the defendants’ end-to-end fiber optic transmission systems infringed Red River’s patent-in-suit.  The defendants included Verizon Services Corp., Verizon Business Network Services Inc., Verizon Enterprise Delivery LLC, AT&T Corp., Qwest Corporation, and Qwest Communications Corporation.

Red River was incorporated in Texas, and asserted that its principal place of business was in Marshall, but was operated from Oklahoma where, apparently, the owner of Red River resided.  The opinion noted that Red River said that it is “a Texas corporation that exists to improve the state of technology by licensing [its patent].”

The defendants moved to transfer the case to the Northern District of Texas, Dallas Division.  The motion was denied by a Magistrate Judge.  While agreeing that the Northern District was a more convenient forum for the parties and witnesses, e.g., a number of party witnesses lived within 100 miles of Dallas, and no witness lived within 100 miles of Marshall, the Magistrate Judge concluded that judicial economy favored Marshall.  The Magistrate noted that the court had previously handled a suit involving the same patent.  That suit settled in 2003.

The defendants “appealed” the decision to the district court urging that the length of time between the cases and a recent reexamination attenuated any benefit from the prior suit.  The district court, however, agreed with the Magistrate Judge concluding that “there would be an overlap of issues for claim construction allowing the Court to take advantage of the built-in efficiencies that result from having the same Court hearing related cases.”

The Federal Circuit concluded that was not sufficient reason to deny the motion to transfer.  The court noted that most of the witnesses and parties resided within 100 miles of the Northern District of Texas, Dallas Division, and although Red River contended that it maintained its documents in Marshall, those, according to the court, were “artifacts of its prior litigation and that it has no employees in its offices in the Eastern District of Texas.”

The Federal Circuit also rejected the contention that judicial economy favored Marshall:  “To interpret § 1404(a) to hold that any prior suit involving the same patent can override a compelling showing of transfer would be inconsistent with the policies underlying § 1404(a).”
  The court added that “[a]bsent that [i.e., another pending suit], we deem the Eastern District's previous claim construction in a case that settled more than five years before the filing of this lawsuit to be too tenuous a reason to support denial of transfer.”

iii. The Proper Administration of Justice May be to Transfer to a Far More Convenient Venue Even Where the Trial Court Has Some Familiarity With a Matter From Prior Litigation: In The Case of a Non-Practicing Patentee, Court Congestion in the Transferee District is Not a Significant Consideration [image: image647.png]
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In In re Morgan Stanley,
 in a non-precedential order, the Federal Circuit granted the petitioner’s request for a writ of mandamus ordering the district court to transfer the subject cases to the Southern District of New York.

Some 41 defendants were seeking transfer in three actions.  Realtime Data, LLC, described in the opinion as a “non-practicing entity headquartered in New York,” sued a large number of brokers, dealers, exchanges and market data providers for infringement of four patents related to data compression in the Eastern District of Texas.  

The petitioners moved to transfer those cases to the Southern District of New York urging that the plaintiff and 27 defendants were headquartered in or near the Southern District of New York, and thus trial would be more convenient.  Other defendants in Texas, Illinois and other Northeast states joined in the motion to transfer.

The district court denied those motions based on its familiarity with two of the patents-in-suit and the underlying data compression technology because of prior litigation by Realtime in the Eastern District of Texas.  The Federal Circuit was not persuaded.

The Federal Circuit noted that it had dealt with a similar situation in In re Acer Am. Corp.,
 in which the plaintiff and five defendants were headquartered in the transferee district and suit had been filed in a forum that had no apparent connection to the cause of action.  According to the Federal Circuit, “[u]nder those circumstances, this court granted mandamus holding that the large number of parties with presence in the transferee forum was ‘an important consideration’ and that a denial of transfer would require almost every witness to expend significant time and cost in order to attend trial.”

The Federal Circuit reasoned that “[g]iven that the plaintiff and 27 defendants are headquartered in or close by the transferee venue here, these cases make an even more compelling showing for transfer. Notably, the inventors, patent prosecution attorneys, and the defendants' employees with unique knowledge regarding the accused products reside in or near the transferee venue. Meanwhile, no party is headquartered within a hundred miles of the Eastern District of Texas. In addition, Realtime has only vaguely referenced two individuals in that venue having some relevant information to the case. Thus, transfer would significantly minimize the cost, time, and expense of travel to attend trial, which is the very purpose of § 1404(a).”

The Federal Circuit also rejected arguments based on judicial economy:  “The interest of justice as a component of a § 1404(a) analysis takes into consideration how administration of the court system would best be served in deciding a transfer motion. * * * Factors considered under an interest of justice analysis have traditionally included where the litigant is more likely to receive a speedy trial, consolidation of related litigation, and the ability to have a federal judge try a case who is more familiar with the applicable state law at issue in diversity actions.”

However, the Federal Circuit added that “[t]his court twice recently considered and rejected arguments that the preservation of judicial economy should preclude transfer to a far more convenient venue,” citing In re Zimmer Holdings, Inc.,
 in which the Federal Circuit held that the district court had erroneously denied transfer based on assertions that transfer would result in different discovery, evidence, proceedings and trial, and In re Verizon,
 in which the Federal Circuit rejected the trial court’s alleged familiarity with the subject matter as a decisive reason not to transfer, explaining “[t]o interpret § 1404(a) to hold that any prior suit involving the same patent can override a compelling showing of transfer would be inconsistent with the policies underlying § 1404(a).”

The Federal Circuit explained that “[a]s the opinions in Zimmer and Verizon indicate, the proper administration of justice may be to transfer to the far more convenient venue even when the trial court has some familiarity with a matter from prior litigation. That is the only conclusion that we can draw from the facts here. As noted above, 28 parties are located either in or close to the transferee venue and no party is located in the Eastern District of Texas. Moreover, despite the district court's prior familiarity with some of Realtime's patents, half of the patents asserted here were not asserted in the prior litigation. Furthermore, there is no relation between the prior suit and the financial products or services involved in these cases except for data compression generally. Thus, no matter where the case is tried, a court will have to familiarize itself with new patents, new subject matter, and new technology. In addition, all three related cases will be decided by the same court upon transfer. Thus, granting transfer will not require multiple courts to simultaneously decide the same or similar issues.”

The Federal Circuit also rejected Realtime’s argument that court congestion weighed against transfer:  “we do not regard the prospective speed with which this case might be brought to trial to be of particular significance in this case. Realtime acknowledges that it does not make or sell any product that practices the claimed invention. It therefore is not in need of a quick resolution of this case because its position in the market is threatened. Nor has Realtime pointed to any other reason that a more rapid disposition of the case would be important enough to be assigned significant weight in the transfer analysis.”

iv. Substantial Operations Within the District May Justify Refusing to Transfer Venue [image: image650.png]


 
In In re Simpson Strong Tie Co.,
 the Federal Circuit, in a non-precedential order, denied a writ of mandamus seeking to transfer venue, when the principal defendant had substantial operations within the district.

Simpson Strong Tie Co. and Simpson Manufacturing Co., Inc. (“Simpson”), Simpson’s parts supplier, SFI of Tennessee, LLC, and Associated Truss & Lumber Co. (AT&L), which was a local hardware store accused of selling Simpson’s allegedly infringing product, sought a writ of mandamus ordering the Eastern District of Texas to sever claims against AT&L, and transfer the remainder of the case to the Northern District of California.  The plaintiff was Ei-Land Corporation.

The Eastern District denied the requested transfer noting that the Northern District of California’s ability to subpoena witnesses favored transfer because several non-party witnesses resided within the Northern District of California or within 100 miles of that court.

The Eastern District court, however, further noted that Simpson had a branch in McKinney, Texas, within the Eastern District, and retaining venue would be more convenient for witnesses at that branch.  The Eastern District court also reasoned that the Eastern District had more of an interest in adjudicating the dispute because the McKinney branch generated substantial revenue, employed around 180 people, and “unlike the Eastern District of Texas, none of [Simpson's] four branches that produce or assemble the accused product are located in the Northern District of California.”

Simpson et al. had alleged that Ei-Land, in order to retain venue in the Eastern District, had named as defendants a number of Texas-based retailers that were not subject to jurisdiction in the Northern District of California.  The Federal Circuit, though, distinguished the case from prior cases in which the plaintiff had engaged in gamesmanship.

According to the Federal Circuit, “[h]ere, all of the hardware store defendants except for AT&L have been dropped from the suit and the reasons for denying transfer were irrespective of AT&L's presence in Texas. The petitioners' argument that this cause of action has no meaningful connection to the plaintiffs chosen forum was addressed and rejected by the district court in its transfer order. The court explained that Simpson conducts significant operations relevant to this case outside of its Northern California headquarters, including activities at its McKinney branch, and that potential witnesses and sources of proof are located within the Eastern District of Texas.”

Thus, the Federal Circuit denied the petition for writ of mandamus.

v. Plaintiff’s Choice of Forum or Defendant’s State of Incorporation Are Not Dispositive For Motions Under § 1404(a) [image: image651.png]o> o




Petitions for writs of mandamus in conjunction with motions under 28 U.S.C. § 1404(a) to transfer venue for the convenience of the parties have frequently come from the Eastern District of Texas.

In In re Link_A_Media Devices Corp.,
 the petition for a writ of mandamus came from the District of Delaware.  The Federal Circuit granted the petition directing the district court to vacate its order denying Link_A_Media Device’ (LAMD) motion to transfer venue.

Marvell International Ltd., based in Bermuda, filed suit against LAMD in the District of Delaware where LAMD was incorporated.  LAMD moved to transfer venue under § 1404(a) Northern District of California where it maintained its principal place of business.

LAMD asserted in its motion that “Delaware had no discernable connection to this case beyond it being LAMD’s state of incorporation.”  The motion noted that Marvell was a holding company, and that a related entity, headquartered in the Northern District of California, employed the inventors of the patents-in-suit, and presumably contained Marvell’s relevant documents.

Almost all of the LAMD’s 130 employees worked at its headquarters in the Northern District of California.  None worked in Delaware.  LAMD urged that the Northern District of California would be a more convenient forum for the witnesses and parties, and that the district court had failed to consider some of the factors most relevant to a convenient forum.

Marvell urged that its choice of forum should be entitled to substantial deference, and that “LAMD is a global company,” LAMD should be expected to defend itself where those products are sold. and LAMD had the resources to do so.  The district court agreed with Marvell, and denied the motion.

The Federal Circuit noted that in this case, the applicable regional circuit law was the Third Circuit, and that circuit had held that “mandamus may be used to correct an improper transfer order if the petitioner can establish a ‘clear and indisputable’ right to the writ.
  According to the Federal Circuit, “[t]hat standard is an exacting one, requiring the petitioner to establish that the district court’s decision amounted to a failure to meaningfully consider the merits of the transfer motion.”
  The Federal Circuit found that standard had been satisfied.

In Jumara v. State Farm Ins. Co.,
 the Third Circuit identified private and public interest factors that should be considered in connection with a motion to transfer under § 1404(a).  The Federal Circuit concluded that the district court had failed to consider those factors fairly.

In particular, the Federal Circuit held that the district court’s “fundamental” error was making Marvell’s choice of forum and LAMD’s incorporation in Delaware effectively dispositive.  

On the choice of forum, the Federal Circuit noted that the Third Circuit placed weight on the plaintiff’s choice of forum, but that was subject to less deference when, as here, the plaintiff brings an action in other than its home forum.

The Federal Circuit further held that the district court’s heavy reliance on LAMD’s incorporation in Delaware was error, noting “[n]either § 1404 nor Jumara list a party’s state of incorporation as a factor for a venue inquiry. It is certainly not a dispositive fact in the venue transfer analysis, as the district court in this case seemed to believe.”

The district court also, in response to LAMD’s argument vis-à-vis the convenience of witnesses and the location of books and records remarked that those considerations were “outdated, irrelevant, and should be given little weight, if any, except for those rare exceptions where truly regional defendants are litigating.”  The Federal Circuit disagreed: “While advances in technology may alter the weight given to these factors, it is improper to ignore them entirely.”

Jumara listed six public interest factors: (i) the enforceability of the judgment, (ii) practical considerations that could make the trial easy, expeditious, or inexpensive, (iii) court congestion, (iv) the local interest in deciding local controversies at home, (v) the public policies of the fora, and (vi) the familiarity of the trial judge with the applicable state law in diversity cases.  The Federal Circuit found that the district court had erred in considering those factors.

The district court had again noted LAMD’s incorporation in Delaware.  The Federal Circuit responded that “[t]he defendant’s state of incorporation, however, should not be dispositive of the public interest analysis. Aside from LAMD’s incorporation in Delaware, that forum has no ties to the dispute or to either party. LAMD is headquartered in the Northern District of California, where its relevant witnesses and evidence are located. Marvell is a holding company that is incorporated in Bermuda and has its principal place of business there. The named inventors of the patents-in-suit, moreover, are employed by a Marvell affiliate, Marvell Semiconductor, Inc., which is headquartered in Santa Clara, California, only three miles from LAMD.”

Marvell also argued that the judges in the District of Delaware were highly experienced in patent litigation.  The Federal Circuit responded that Marvell was confusing the Jumara factor of familiarity with “applicable state law” with patent law:  “Marvell’s claims arise under the federal patent laws, for which there is uniformity nationwide, and which the Northern District of California is equally equipped to address.”

D. Sovereign Immunity

1. Waiver Does Not Extend to an Entirely Separate Lawsuit, Even One Involving the Same Subject Matter and the Same Parties [image: image652.png]
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In A123 Systems, Inc. v. Hydro-Quebec,
 the Federal Circuit affirmed the district court’s dismissal of A123’s declaratory judgment action against HQ, in part finding that the University of Texas had not waived its sovereign immunity.

In 2006, A123 filed a declaratory judgment action in the District of Massachusetts seeking a declaration of non-infringement and invalidity vis-à-vis two patents assigned to the Board of Regents, The University of Texas System, and licensed to HQ.  Both patents generally related to lithium batteries.

HQ moved to dismiss urging that UT was a necessary and indispensible party because UT has transferred less than all substantial rights under its license with HQ, i.e., UT had granted HQ on an exclusive field-of-use license.  A month later, HQ and UT jointly filed an infringement action against A123, and others, in the Northern District of Texas.

A123 requested reexamination of both patents, resulting in a stay of the Texas action and a dismissal of the Massachusetts action without prejudice to either party moving to reopen within thirty days following the termination of the reexaminations.

In the Massachusetts action, A123 timely filed a motion to reopen the case, which HQ opposed urging that reopening the case would be futile for the same reasons advanced in its earlier motion to dismiss.

The Massachusetts court denied A123’s motion reasoning that if the action was reopened it would be subject to immediate dismissal based on failure to join a necessary party.  The district court reasoned that UT had granted HQ only a field of use license, and thus had transferred less than all substantial rights to the patents-in-suit.  Thus, UT was a necessary party under the Federal Circuit’s prudential standing requirement.  The district court further held that A123 could not join UT because had not waived its Eleventh Amendment sovereign immunity in the Massachusetts action.  The Federal Circuit agreed.

A123 argued, inter alia, that in an earlier lawsuit to enforce the patents against a third party, Valence Technology, Inc., and in a letter threatening A123 with suit for infringement, HQ held itself out as an exclusive licensee of the technology claimed in the patents-in-suit and as having the right to sublicense the technology and to enforce the patents.  The Federal Circuit rejected that argument finding that HQ’s representations reflected its field of use license, and in any event, HQ’s representations were not binding on UT.

A123 further contended that UT had waived its immunity from suit when it filed suit against A123 for infringement of the same patents in Texas. A123 cited and relied on Genentech, Inc. v. Regents of University of California, however, as the Federal Circuit noted, that case had been vacated by the U.S. Supreme Court “making it of no precedential value.”

Rather, the Federal Circuit held that Biomedical Patent Management Corp. v. California, Department of Health Services, represented governing law.  Therein, the Federal Circuit held that where a waiver of immunity occurs in one suit, the waiver does not extend to an entirely separate lawsuit, even one involving the same subject matter and the same parties.  The Federal Circuit concluded that “[a]ccordingly, UT’s waiver of Eleventh Amendment immunity in a patent infringement suit in the Northern District of Texas did not result in a waiver of immunity in this separate infringement action. Absent a waiver, UT cannot be joined.”

2. Protective Orders

a) A Patent Prosecution Bar Must Be Considered on a Counsel-by-Counsel Basis in Light of All of the Relevant Factors [image: image654.png]
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In In re Deutsche Bank Trust Co. Americas,
 the Federal Circuit addressed, as a matter of first impression and in the context of a petition for mandamus, when and under what circumstances a district court may impose a patent prosecution bar on litigation counsel.
Island Intellectual Property LLC, LIDS Capital LLC, Double Rock Corporation, and Intrasweep LLC (collectively, “Island”) filed suit in the Southern District of New York alleging that Deutsche was infringing three patents relating to financial deposit sweep services.  The three asserted patents resulted from CIP applications and a common parent application.  Island also had nineteen pending applications related to that family of patents, at least fifteen of which were not published.
Deutsche sought a protective order that included a patent prosecution bar preventing anyone having access to documents marked “confidential – patent prosecution bar” from having any involvement in prosecuting patent applications in the field of “deposit sweep services” during and for a limited after conclusion of the litigation.  A magistrate judge initially granted Deutsche’s request as to all of Island’s trial counsel, except Charles Macedo, Island’s lead trial counsel.  After further briefing, Deutsche’s request for reconsideration was denied.  Deutsche then filed objections with the district court.

The magistrate judge then entered an Interim Order that gave Macedo a choice of either not reviewing the applicable confidential material or being subject to the patent prosecution bar.  The Interim Order provided:

The designation “CONFIDENTIAL – PATENT PROSECUTION BAR” may be applied by a party to information of the type that can be included in a patent application and form the basis or part of the basis for a claim or claims thereof, which it believes in good faith to constitute confidential or trade secret information, the disclosure of which to a person engaged in or otherwise assisting in patent prosecution in the technical areas to which the information relates would create a substantial risk of injury to the disclosing party.

The Interim Order imposed the following patent prosecution bar:
No individual that receives information designated “CONFIDENTIAL – PATENT PROSECUTION BAR” shall give advice or participate, supervise or assist in the prosecution of patents pertaining to financial services involving sweep functions during the pendency of the present action and for one calendar year after the conclusion of the present litigation, including any appeals.

The district court adopted the magistrate judge’s order on reconsideration, and ordered that the Interim Order would be lifted.  That order, however, was stayed to allow Deutsche to seek an emergency stay from the Federal Circuit, which the Federal Circuit granted.  On appeal, the Federal Circuit remanded for a fuller evidentiary hearing concerning Macedo’s status.

The Federal Circuit first addressed whether Federal Circuit law of otherwise applicable regional circuit law (in this case, Second Circuit law) should apply.  The Federal Circuit concluded that Federal Circuit law should apply because (1) a patent prosecution bar presented issues unique to patent law, and (2) the regional courts were split on the issue and therefore applying regional law would result in conflicting results.

The Federal Circuit noted that although protective orders typically restricted the use of confidential information to the involved litigation, sometimes additional protection was necessary to avoid inadvertent disclosure or use.  In U.S. Steel Corp. v. United States,
 the Federal Circuit addressed an order by the Court of International Trade that had denied in-house counsel access to certain confidential material.  The Federal Circuit concluded that while the CIT’s “well-taken concern for the nature and scope of the information would be eminently applicable to * * * the crafting of a suitable protective order,” the Federal Circuit held that “it was error to deny access solely because of in-house counsel’s ‘general position.’ ” The Federal Circuit concluded that “[w]hether an unacceptable opportunity for inadvertent disclosure exists * * * must be determined * * * by the facts on a counsel-by-counsel basis * * * .” The Federal Circuit also held that the counsel-by-counsel determination should turn on the extent to which counsel was involved in “competitive decisionmaking” with the client.

The Federal Circuit defined competitive decisionmaking as:

[S]horthand for a counsel’s activities, association, and relationship with a client that are such as to involve counsel’s advice and participation in any or all of the client’s decisions (pricing, product design, etc.) made in light of similar or corresponding information about a competitor.

Subsequent district court decisions expanded the list beyond pricing and product demand.  Some courts included patent prosecution bars.  The Federal Circuit noted, however, that “other than our unpublished decision in In re Sibia Neurosciences, Inc., No. 525, 1997 WL 688174, 1997 U.S. App. LEXIS 31828 (Fed. Cir. Oct. 22, 1997) (Table), this Court has not addressed the precise question of when an attorney’s activities in prosecuting patents on behalf of a client raises an unacceptable risk of inadvertent disclosure. While there is general agreement that the competitive decisionmaking test articulated in U.S. Steel is the correct standard, the district courts have developed divergent views on whether and to what extent patent prosecution activities entail competitive decisionmaking.”

The Federal Circuit noted that some district courts had held that patent prosecution inherently involves competitive decisionmaking, while other district courts had held that patent prosecution alone did not raise a presumption of an unacceptable risk of inadvertent disclosure.

The Federal Circuit rejected the rationale of those cases holding that patent prosecution inherently involved competitive decisionmaking.  The Federal Circuit reasoned that patent prosecution could involve a range of activities:

Because patent prosecution is not a one-dimensional endeavor and can encompass a range of activities, it is shortsighted to conclude that every patent prosecution attorney is necessarily involved in competitive decision-making. Indeed, “denying access to [a party’s] outside counsel on the ground that they also prosecute patents for [that party] is the type of generalization counseled against in U.S. Steel. The facts, not the category must inform the result. Our holding in U.S. Steel dictates that each case should be decided based on the specific facts involved therein.”

The Federal Circuit also noted that some attorneys, although involved in patent prosecution, had high-level oversight authority which rendered it unlikely that they would inadvertently use or disclose confidential information:
Some attorneys involved in patent litigation, for example, may have patent prosecution duties that involve little more than reporting office actions or filing ancillary paperwork, such as sequence listings, formal drawings, or information disclosure statements. Similarly, some attorneys may be involved in high-altitude oversight of patent prosecution, such as staffing projects or coordinating client meetings, but have no significant role in crafting the content of patent applications or advising clients on the direction to take their portfolios. There is little risk that attorneys involved solely in these kinds of prosecution activities will inadvertently rely on or be influenced by information they may learn as trial counsel during the course of litigation. This is because the opportunity such attorneys have to engage with the client in any competitive decisionmaking in connection with such patent prosecution activities is remote. Unless there is a reasonable expectation that one such attorney’s involvement or authority will change in a relevant way during the tenure of the prosecution bar, a judge may find that the attorney is properly exempted from a prosecution bar.

On the other hand, the Federal Circuit noted that other attorneys may be more substantially involved with patent prosecution:
On the other hand, many attorneys involved in litigation are more substantially engaged with prosecution. Such involvement may include obtaining disclosure materials for new inventions and inventions under development, investigating prior art relating to those inventions, making strategic decisions on the type and scope of patent protection that might be available or worth pursuing for such inventions, writing, reviewing, or approving new applications or continuations-in-part of applications to cover those inventions, or strategically amending or surrendering claim scope during prosecution. For these attorneys, competitive decisionmaking may be a regular part of their representation, and the opportunity to control the content of patent applications and the direction and scope of protection sought in those applications may be significant. The risk of inadvertent disclosure of competitive information learned during litigation is therefore much greater for such attorneys. Such attorneys would not likely be properly exempted from a patent prosecution bar.

Between those two extremes, the Federal Circuit noted, lay the “closer questions”:
Between these examples lies a range of patent prosecution activities that may pose a closer question of the propriety of a patent prosecution bar. For instance, some junior level attorneys may primarily take instructions from more senior level attorneys, but may still have occasion to shape the content of a patent application. Some senior level supervisors may primarily serve as liaisons between prosecuting attorneys and clients, but may also have the opportunity to influence the direction of prosecution. While these activities may not pose the heightened risk inherent in principal prosecution activities, the risk of inadvertent disclosure may nonetheless arise under the facts and circumstances of a particular case if counsel is engaged with the client in certain competitive decisionmaking.

The Federal Circuit concluded that “[i]t is therefore important for a court, in assessing the propriety of an exemption from a patent prosecution bar, to examine all relevant facts surrounding counsel’s actual preparation and prosecution activities, on a counsel-by-counsel basis.”

Secondly, the Federal Circuit noted that a district court must balance the risk of disclosure against potential harm to the opposing party from such restrictions:

A determination of the risk of inadvertent disclosure or competitive use does not end the inquiry. Even if a district court is satisfied that such a risk exists, the district court must balance this risk against the potential harm to the opposing party from restrictions imposed on that party’s right to have the benefit of counsel of its choice. U.S. Steel, 730 F.2d at 1468; Brown Bag Software v. Symantec Corp., 960 F.2d 1465, 1470 (9th Cir. 1992). In balancing these conflicting interests the district court has broad discretion to decide what degree of protection is required. Seattle Times Co. v. Rhinehart, 467 U.S. 20, 36 (1984); Brown Bag Software, 960 F.2d at 1470.

The Federal Circuit also gave district courts exemplary factors to consider:
In making this determination, the court should consider such things as the extent and duration of counsel’s past history in representing the client before the PTO, the degree of the client’s reliance and dependence on that past history, and the potential difficulty the client might face if forced to rely on other counsel for the pending litigation or engage other counsel to represent it before the PTO. * * * This is no easy balancing act, however, since the factors that make an attorney so valuable to a party’s prosecution interests are often the very factors that subject him to the risk of inadvertent use or disclosure of proprietary competitive information acquired during litigation.

The Federal Circuit further advised district courts to consider the type of information involved, i.e., financial information was less likely to trigger a proper prosecution bar, while technical information was more likely to do so:

In evaluating whether to grant a patent prosecution bar in the first instance, a court must be satisfied that the kind of information that will trigger the bar is relevant to the preparation and prosecution of patent applications before the PTO. For example, financial data and other sensitive business information, even if deemed confidential, would not normally be relevant to a patent application and thus would not normally be expected to trigger a patent prosecution bar. On the other hand, information related to new inventions and technology under development, especially those that are not already the subject of pending patent applications, may pose a heightened risk of inadvertent disclosure by counsel involved in prosecution-related competitive decisionmaking as described above.

The Federal Circuit also advised district courts to consider the scope, duration, and definition of subject matter covered by the bar:
Also relevant to the threshold inquiry are such factors as the scope of the activities prohibited by the bar, the duration of the bar, and the definition of the subject matter covered by the bar. * * * These factors should also be taken into account when balancing the conflicting interests in determining whether a particular individual may be properly exempt from the bar.

The Federal Circuit concluded:

We therefore hold that a party seeking imposition of a patent prosecution bar must show that the information designated to trigger the bar, the scope of activities prohibited by the bar, the duration of the bar, and the subject matter covered by the bar reasonably reflect the risk presented by the disclosure of proprietary competitive information. We further hold that the party seeking an exemption from a patent prosecution bar must show on a counsel-by-counsel basis: (1) that counsel’s representation of the client in matters before the PTO does not and is not likely to implicate competitive decisionmaking related to the subject matter of the litigation so as to give rise to a risk of inadvertent use of confidential information learned in litigation, and (2) that the potential injury to the moving party from restrictions imposed on its choice of litigation and prosecution counsel outweighs the potential injury to the opposing party caused by such inadvertent use.

In the current case, the Federal Circuit concluded that the district court had properly rejected a rule that would have amounted to a per se prohibition on using litigation counsel who also prosecuted patents.  However, the Federal Circuit also concluded that the district court did not have a full evidentiary record vis-à-vis the nature and extent of Macedo’s participation in prosecuting patents related to the subject matter of the litigation.  Accordingly, the Federal Circuit remanded the case for further analysis on the standards set out about.

E. Award of Costs

1. Attorney Disqualification

a) Conflict of Interest May Be Waived Prospectively in a Joint Defense Agreement [image: image658.png]
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In In re Shared Memory Graphics LLC,
 the Federal Circuit panel majority issued a writ of mandamus directing the Northern District of California to vacate its order granting Nintendo Co. of America’s motion to disqualify the law firm of Floyd & Buss, LLP from further representation based on a conflict-of-interest of Kent Cooper, one of the firm’s partners.  The Federal Circuit panel majority found that the conflict of interest had been previously waived in a joint defense agreement.

SMG had sued Nintendo, Apple, Inc., Samsung Electronics Co., and Sony Corporation of America over technology related to memory chips.  Nintendo’s accused product was the “Hollywood chip.”

The Hollywood chip had previously been the subject of litigation in a patent infringement action brought by Lonestar Inventions, L.P. against Advanced Micro Devices (AMD) and Nintendo.  AMD and Nintendo entered into a joint defense agreement covering the exchange of litigation tactics, drafts of briefs, and other confidential information.

Paragraph 6 of the Agreement provided as follows:

Nothing contained in this Agreement has the effect of transforming outside or inside counsel for either party into counsel for the other party, or of creating any fiduciary or other express or implied duties between a party or its respective counsel and the other party or its respective counsel, other than the obligation to comply with the express terms of this Agreement, or of interfering with each lawyer’s obligation to ethically and properly represent his or her own client. The parties expressly acknowledge and agree that nothing in this Agreement, nor compliance with the terms of this Agreement by either party, shall be used as a basis to seek to disqualify the respective counsel of such party in any future litigation.

At the time, Kent Cooper was Director of Patents and Licensing for AMD.  He was involved with assessing the validity and infringement claims in the Lonestar suit.  After that litigation, he left AMD to join Floyd & Buss as a partner.  Cooper had not been screened for conflicts.

Floyd & Buss thereafter filed suit on behalf of SMG against Nintendo and the other defendants.  Nintendo moved to disqualify Floyd & Buss.  The parties agreed that Cooper had not represented Nintendo, but disputed whether Cooper had received Nintendo’s confidential information during the Lonestar litigation.

The district court granted the motion and disqualified the firm from continued representation against any of the defendants.  On appeal, the Federal Circuit panel majority reversed.

The Federal Circuit reasoned that waivers such as the foregoing are enforceable where, as here, there is no attorney-client relationship, and even if there had been an attorney-client relationship, it is permissible to contractually consent to waive future conflicts when the parties are sophisticated.

The Federal Circuit panel majority read the agreement as clearly covering an individual such as Cooper.  The Federal Circuit panel majority further held that the agreement clearly waived any conflict of interest.

Circuit Judge Newman dissented.  Judge Newman urged that “[t]he issue is not simply whether Nintendo’s information may be used against itself during this litigation; the issue is the integrity of the system of legal representation in today’s world of mobile lawyers and large law firms with interacting clients. Thus the system of firewalls has been accepted for many situations. Here, however, it appears that Cooper in his new employment is associated with issues involving his former employer, and that his former employment was at the highest level in interaction with Nintendo’s legal and strategic interests. If there is doubt, it must be resolved in favor of the entity whose information is in jeopardy.”

F. Spoliation

1. Spoliation May Lead to Dismissal of Suit if “Bad Faith” and Prejudice are Shown, But Court Splits on What Constitutes Evidence of “Bad Faith” and When Litigation is Reasonably Forseeable: (1) “[t]he duty to preserve evidence begins when litigation is ‘pending or reasonably foreseeable,’ ” (2) “[w]hen litigation is ‘reasonably foreseeable’ is a flexible fact-specific standard that allows a district court to exercise the discretion necessary to confront the myriad factual situations inherent in the spoliation inquiry,” but does not require that litigation be “imminent, or probable without significant contingencies” or other gloss: the District Court’s Factual Findings Leading to a Conclusion When Litigation Was “Reasonably Forseeable” Are Reviewed for Clear Error [image: image660.png]
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In two companion cases, Micron Technology, Inc. v. Rambus, Inc, (Micron II)
 and Hynix Semiconductor Inc. v. Rambus, Inc. (Hynix II),
 the Federal Circuit jumped into the spoliation controversy.  In doing so, the Federal Circuit panel majority fashioned a Federal Circuit “rule” of when litigation is “reasonably foreseeable” and, based on the facts, articulated five factors that may prove instructive in future cases – albeit involving different, but perhaps analogous facts.

Both cases involved appeals from well-respected district court judges (Micron II was an appeal from District Judge Robinson, District of Delaware, Hynix II was an appeal from District Judge Whyte, Northern District of California).
  Both cases were decided on May 13, 2011 before expanded five judge panels consisting of Circuit Judges Newman, Lourie, Bryson, Gajarsa and Linn.  Circuit Judge Linn authored the opinion in both cases.  In Micron II, the panel majority affirmed the district court’s determination that Rambus had spoliated documents, but remanded for a determination whether dismissal was an appropriate sanction.  Circuit Judge Gajarsa dissented-in-part urging that no remand was necessary.  In Hynix, the panel majority reversed and vacated the district court’s findings of no spoliation, and remanded for reevaluation in light of Micron II.  Circuit Judge Gajarsa dissented-in-part urging that the district court had applied the correct reasonably foreseeable litigation standard.

Specifically, in Micron II, the Federal Circuit panel majority reiterated that (1) “[t]he duty to preserve evidence begins when litigation is ‘pending or reasonably foreseeable,’ ”
 which “is an objective standard, asking not whether the party in fact reasonably foresaw litigation, but whether a reasonable party in the same factual circumstances would have reasonably foreseen litigation,”
 (2) “[w]hen litigation is ‘reasonably foreseeable’ is a flexible fact-specific standard that allows a district court to exercise the discretion necessary to confront the myriad factual situations inherent in the spoliation inquiry,”
 but does not require, as Rambus urged, that litigation be “imminent, or probable without significant contingencies.”  According to the Federal Circuit panel majority, “the proper standard for determining when the duty to preserve documents attaches is the flexible one of reasonably foreseeable litigation, without any additional gloss.”

In affirming the District of Delaware’s conclusion of spoliation (albeit not the sanction of dismissal), the Federal Circuit relied on five reasons why the district court’s conclusion was based on factual findings that were not clearly erroneous.  Those five reasons may be reduced to five factors for examining a document-retention policy.  Although based on the facts in the cases under review, those factors likely will become benchmarks for future cases.  Those five factors are:

· Factor No. 1 – Adopting a document-retention policy for a “good housekeeping” purpose is acceptable.  The hallmarks are (1) a long-standing policy of document destruction on a regular basis, and (2) that policy was motivated by general business needs, which may include a general concern for the possibility of litigation.  Destruction under such a policy would be unlikely to be viewed as spoliation.

· Factor No. 2 – Knowledge of likely infringing activity by particular parties makes litigation more objectively likely to occur because the patentee is then more likely to bring suit.  Thus, document destruction occurring after such knowledge is more likely to constitute spoliation.  The Federal Circuit specifically mentioned that claim infringement charts had been prepared.

· Factor No. 3 – Litigation preparations prior to the “critical date,” i.e. the date on which documents are destroyed, including “choosing and prioritizing manufacturers to sue, selecting forums in which to bring suit within a planned time-frame, creating claim charts, and including litigation as an essential component of its business model” weigh in favor a finding of spoliation.

· Factor No. 4 – It is more reasonable for a plaintiff-patentee to foresee litigation, than a defendant.  However, the same rule applies to a defendant-accused infringer in a declaratory judgment action.

· Factor No. 5 – Document destruction occurring during the course of a long-standing and untroubled licensing relationship relating to the patents and the accused products that ultimately become the subject of litigation is relatively unlikely to constitute spoliation, while destruction of evidence following repeated failures of a licensee to properly mark products or remit royalties, is more likely to constitute spoliation.

The underlying facts vis-à-vis Rambus’ alleged spoliation are essentially the same for both cases.  Micron II is addressed here.  Hynix II will be addressed further below.

The cases involved a group of Rambus patents drawn to dynamic random access memory (DRAM) which addressed certain bottlenecks that developed in the 1990s due to the advance of computer technology.  Those bottlenecks related to the ability of processing data through memory.

At least two methods were developed to address those bottlenecks.  Messrs. Farmwald and Horowitz, the founders of Rambus, developed one method which was commercialized as Rambus DRAM, or RDRAM.  The original Rambus applications were drawn to RDRAM.  The other method was synchronous dynamic random access memory (SRAM).  Rambus came to believe that the Farmwald/Horowitz method was broad enough to encompass SDRAM.

After Rambus had served as a member of a standards setting group, the Joint Electron Devices Engineering Council (JEDEC), Rambus amended its claims to cover SDRAM technology according to the standard adopted by JEDEC.

In particular, Rambus was formed in 1990 and the first patent application was filed the same year.  Rambus developed the proprietary RDRAM technology and licensed chip manufacturers to use the technology.  JEDEC adopted the first SDRAM standard in 1993.  In 1992, Rambus learned of the SDRAM standard, and prosecuted a number of patent applications seeking claims to cover the SDRAM standard.

According to the opinion, Rambus also adopted a two-pronged business strategy.  The first prong was to license chip manufacturers to use the RDRAM proprietary standard.  The second prong was to potentially bring infringement suits against those who adopted the SDRAM standard.

Intel licensed the RDRAM technology in 1996, and Rambus negotiated licenses with eleven DRAM manufacturers to produce RDRAM chips for Intel.  By the fall of 1999, however, those manufacturers had failed to meet the promised manufacturing capacity, and Intel began to reconsider its decision to adopt the RDRAM standard.  Rambus contended that it only began to adopt the second prong of its business strategy in late 1999 when RDRAM failed to become a market leader.  Micron, on the other hand, urged that Rambus was planning litigation against SDRAM manufacturers during the same time that Rambus was seeking to license the RDRAM technology.

Rambus hired Joel Karp in 1997 as its VP in charge of intellectual property.  In 1998, Rambus’ CEO directed Karp to develop a licensing and litigation strategy.  Karp met with litigation counsel on February 12, 1998, and urged that Rambus needed to get “battle-ready.”  Litigation counsel advised adopting a document retention policy.  In March 1998, Karp presented a proposed licensing and litigation strategy to the Rambus board of directors which included a proposed 5% royalty rate on SDRAMs – a rate that litigation counsel had advised was high enough that litigation would inevitably follow – and a document retention policy.

In August/September 1998, Rambus engaged outside counsel for licensing and patent prosecution, and to begin preparing for litigation against SDRAM manufacturers.  In October 1998, Karp advised Rambus executives that he was preparing to assert Rambus’ patents against SDRAM manufacturers during the first quarter of 2000.

In November 1998, Rambus executives, during a offsite strategy meeting, according to meeting notes, apparently planned to eventually assert Rambus’ patents against SDRAM manufacturers even if Rambus was successful in getting manufacturers to adopt the RDRAM technology.

In December 1998, Karp drafted a memo describing a possible “nuclear winter” if Intel decided to move away from RDRAM.  The memo outlined a possible suit against Intel and other SDRAM manufacturers saying “by the time we do this, the proper litigants will be obvious.”  The memo noted, inter alia, that claim infringement charts for Micron devices had been completed.  Karp met with Rambus’ outside counsel on April 15, 1999 to “discuss [Rambus’s] patent portfolio and potential litigation.”

In 1998, Rambus also begin implementing a document-retention policy.  Rambus established “Top Level Goals” for “IP Litigation Activity” that included “[p]ropos[ing] [a] policy for document retention.” Rambus also established “Key Goals” for “IP Litigation Activity” that included “[i]mplement[ing] [a] document retention action plan.”

Karp presented a completed document-retention policy to Rambus employees on July 22, 1998, using slides entitled “BEFORE LITIGATION: A Document Retention/Destruction Policy.”  According to the opinion, the policy stated that destruction of relevant discoverable materials did not have to stop until the commencement of litigation.  However, Karp also apparently instructed employees to look for helpful documents to keep, including documents that would “help establish conception and prove that [Rambus had] IP.”

The document destruction policy included destruction of internal email backups.  On May 14, 1998, Rambus implemented a new policy of keeping email backup tapes for only 3 months.  In July 1998, Rambus erased all but 1 of 1,269 tapes containing backup emails.  The one not erased contained a document that assisted Rambus in establishing a priority date.

Rambus also began destroying paper documents.  On September 3-4, 1998, Rambus held a first “shred day.”  In April 1999, Karp instructed Rambus’ outside patent prosecution counsel to implement Rambus’ document-retention policy by discarding material from patent prosecution files.  That continued through July 1999.

Rambus’ first patent issued in June 1999.  Also in June 1999, Rambus’ CEO instructed Karp to “hammer out * * * our strategy for the battle with the first target that we will launch in October [1999].”  Rambus also established “IP 3Q ’99 Goals” that included goals for “Licensing/Litigation Readiness” including “[p]repar[ing] litigation strategy against 1 of the 3 manufacturers,” being “[r]eady for litigation with 30 days notice,” and “[o]rganiz[ing] [the] 1999 shredding party at Rambus.”  Outside counsel prepared a time-line for proposed patent infringement suits indicating that Rambus was preparing to file a patent infringement complaint on October 1, 1999.

Rambus held a second “shredding party” on August 26, 1999, as part of its readiness goals.  During that “party,” Rambus destroyed between 9,000 and 18,000 pounds of documents in 300 boxes.  This second “shredding party” became the focus of the analysis – and August 26, 1999, became the “critical date” – namely, did Rambus have a reasonable expectation of litigation prior to that date?

Litigation was not commenced on October 1, 1999.  However, in the fall of 1999, Intel was reevaluating its decision to adopt RDRAM after several RDRAM manufacturers failed to deliver their promised production of RDRAM chips.  Karp spoke to Rambus executives on September 24, 1999, and told them that Rambus would “have to ultimately pursue remedies in court.”  Rambus executives approved his licensing and litigation strategy, and in October 1999, Rambus approached Hitachi for license payments on SDRAMs.  Negotiations broke down and Rambus sued Hitachi on January 18, 2000.  That suit was settled on June 22, 2000.  Rambus also negotiated SDRAM licenses with Toshiba, Oki, and NEC.  Rambus sued Infineon on August 8, 2000.  Before that litigation began, Rambus’ in-house counsel reminded Rambus’ executives on July 17, 2000, to continue destroying drafts and other materials related to license negotiations.

Rambus contacted Micron about a license on August 18, 2000, and Micron filed a declaratory judgment action in the District of Delaware on August 28, 2000.  The next day, Hynix filed a declaratory judgment action in the Northern District of California.

The spoliation issue was addressed in both suits.  The Northern District of California in the Hynix action decided the issue first.  The district court, after a bench trial, held in January 2006, that “Rambus did not actively contemplate litigation or believe litigation against any particular DRAM manufacturer to be necessary or wise before its negotiation with Hitachi failed, namely in [November] 1999.”  District Judge Whyte concluded that Rambus’ adoption of its document-retention policy in mid-1998 was permissible business decision, and that the destruction of documents pursuant to that policy did not constitute spoliation.

In the District of Delaware in the Micron litigation, Micron requested access to communications between Rambus and its attorneys relating to the adoption of Rambus’ document-retention policy.  The courts in the Hynix and Infineon litigations had previously required production of those documents.  The District of Delaware agreed concluding that adoption of that policy on advice of counsel raised a likelihood that Delaware and California criminal statutes relating to the destruction of evidence had been violated.  The District of Delaware concluded that production could be ordered under the crime-fraud exception to the attorney-client privilege.  As a result, and in view of the prior favorable ruling by the Northern District of California, Rambus requested that the case be transferred to the Northern District of California.  The District of Delaware denied the motion.

The District of Delaware then held a bench trial, and found that Rambus had engaged in spoliation.  The District of Delaware concluded that litigation was reasonably foreseeable “no later than December 1998, when Karp had articulated a time frame and a motive for implementation of the Rambus litigation strategy.”  The district court held that documents destroyed after December 1998, were intentionally destroyed in bad faith, and concluded that the only reasonable sanction was to hold Rambus’s patents in suit unenforceable against Micron.

Spoliation
The Federal Circuit reiterated that “[d]ocument retention policies, which are created in part to keep certain information from getting into the hands of others, including the Government, are common in business. It is, of course, not wrongful for a manager to instruct his employees to comply with a valid document retention policy under ordinary circumstances.”
  Thus, according to the Federal Circuit, “a party can only be sanctioned for destroying evidence if it had a duty to preserve it.”
  

The Federal Circuit further reiterated that “[t]he duty to preserve evidence begins when litigation is ‘pending or reasonably foreseeable.’ ”
  Thus, the Federal Circuit reasoned, “[s]poliation refers to the destruction or material alteration of evidence or to the failure to preserve property for another’s use as evidence in pending or reasonably foreseeable litigation.”
  According to the Federal Circuit, “[t]his is an objective standard, asking not whether the party in fact reasonably foresaw litigation, but whether a reasonable party in the same factual circumstances would have reasonably foreseen litigation.”

The Micron case, once again, arose in an appeal from the District of Delaware and thus Third Circuit law on spoliation would be applicable.  Or, stated otherwise, the Federal Circuit panel majority did not conclude that spoliation in patent cases should be the subject of Federal Circuit law, as opposed to regional circuit law.

The Third Circuit, however, apparently had not spoken on spoliation as applicable herein.  Accordingly, the Federal Circuit panel majority looked to other circuit law – in this case, the Second Circuit.  The Federal Circuit panel majority therefore crafted a rule for spoliation applicable in the Third Circuit in Micron, and then also applied that standard in Hynix, as discussed further below, even though Hynix was an appeal from the Northern District of California and Ninth Circuit law would be the otherwise applicable regional circuit law.  That was the subject of Circuit Judge Gajarsa’s dissenting-in-part opinion in Hynix, which Judge Gajarsa further noted in a footnote in Micron.

In particular, the Federal Circuit panel majority (it is unclear whether Judge Gajarsa actually disagrees with this portion of the majority’s opinion) wrote that “[w]hen litigation is ‘reasonably foreseeable’ is a flexible fact-specific standard that allows a district court to exercise the discretion necessary to confront the myriad factual situations inherent in the spoliation inquiry.”
  According to the panel majority, “[t]his standard does not trigger the duty to preserve documents from the mere existence of a potential claim or the distant possibility of litigation. * * * However, it is not so inflexible as to require that litigation be ‘imminent, or probable without significant contingencies,’ as Rambus suggests. * * * Rambus’s proposed gloss on the ‘reasonably foreseeable’ standard comes from an overly generous reading of several cases. * * * This court declines to sully the flexible reasonably foreseeable standard with the restrictive gloss proposed by Rambus in light of the weight of contrary authority and the unnecessary generosity that such a gloss would extend to alleged spoliators. * * * Moreover, it would make little sense to enjoin document destruction only when the party clears all the hurdles on the litigation track, but endorse it when the party begins the race under the reasonable expectation of clearing those same hurdles. Thus, the proper standard for determining when the duty to preserve documents attaches is the flexible one of reasonably foreseeable litigation, without any additional gloss.”

The district court held that “litigation was reasonably foreseeable no later than December 1998, when Karp had articulated a time frame and a motive for implementation of the Rambus litigation strategy.” 

The Federal Circuit rejected Rambus’ contention that when litigation was reasonably foreseeable was a mixed question of law and fact reviewed de novo.  The Federal Circuit concluded that the district court’s factual findings leading to that conclusion were not clearly erroneous.

The Federal Circuit noted that “[t]he district court found that Rambus destroyed relevant, discoverable documents beginning in July 1998, with the first major shred day occurring in September 1998. The court found that the destruction continued at least through November 1999, with another major shred day occurring in August 1999. In addition, the district court found that Rambus ordered its outside patent prosecution counsel to purge his files relating to the prosecution of the prospective patents in suit in April 1999.”

The Federal Circuit noted that those findings were not seriously disputed.  According to the Federal Circuit, “the question this court must answer is whether the district court clearly erred when it determined that, at some time before the second shred day in August of 1999, litigation was reasonably foreseeable.”  The Federal Circuit concluded that the district court had not clearly erred for five reasons.

According to the Federal Circuit, “[f]irst, it is certainly true that most document retention policies are adopted with benign business purposes, reflecting the fact that ‘litigation is an ever-present possibility in American life.’ * * * In addition, there is the innocent purpose of simply limiting the volume of a party’s files and retaining only that which is of continuing value. One might call it the ‘good housekeeping’ purpose. Thus, where a party has a long-standing policy of destruction of documents on a regular schedule, with that policy motivated by general business needs, which may include a general concern for the possibility of litigation, destruction that occurs in line with the policy is relatively unlikely to be seen as spoliation.”

The Federal Circuit concluded, however, that the district court had not erred in viewing Rambus’ purpose in adopting its document retention policy as not a “good housekeeping” purpose:  “[I]t was not clear error for the district court to conclude that the raison d’être for Rambus’s document retention policy was to further Rambus’s litigation strategy by frustrating the fact-finding efforts of parties adverse to Rambus. This is a natural reading of getting ‘[b]attle ready.’ The preparation of the document retention policy was one of Rambus’s ‘IP Litigation Activity’ goals in the second and third quarters of 1998. When the finished document retention policy was presented to Rambus employees, the presentation slides used were titled ‘BEFORE LITIGATION: A Document Retention/Destruction Policy.’ The policy explicitly stated that destruction of relevant and discoverable evidence did not need to stop until the actual commencement of litigation. Despite the policy’s stated goal of destroying all documents once they were old enough, employees were instructed to look for helpful documents to keep, including documents that would ‘help establish conception and prove that [Rambus had] IP,’ and they did keep these documents. Moreover, on March 16, 1998, an internal Rambus e-mail noted a ‘growing worry’ that email backup tapes were ‘discoverable information,’ and discussions began regarding how long to keep these backup tapes. On May 14, 1998, Rambus implemented a new policy of keeping email backup tapes for only 3 months. Karp said that keeping tapes for any longer period of time was shot down by ‘Rambus’[s] litigation counsel.’ Karp also noted that if anyone had questions about the document retention policy, they could contact him, but that he ‘would prefer to discuss [the] issue face to face,’ and that if they did send e-mails, to ‘keep them brief, and keep the distribution narrow.’ Shortly after the email backup destruction policy was instituted, all of Rambus’s old backup tapes were destroyed. Taken together, the implementation of a document retention policy as an important component of a litigation strategy makes it more likely that litigation was reasonably foreseeable.”

Comment:  The Federal Circuit’s five reasons for concluding that the district court’s factual findings were not clearly erroneous may be reduced to five “factors” for analyzing a document-retention policy.  Although based on the facts in the Micron case, these factors are also applicable when evaluating future cases.

Factor No. 1 – Adopting a document-retention policy for a “good housekeeping” purpose is acceptable.  The hallmarks are (1) a long-standing policy of document destruction on a regular basis, (2) with that policy motivated by general business needs, which may include a general concern for the possibility of litigation.  Destruction under such a policy would be unlikely to be viewed as spoliation.

The second reason the Federal Circuit gave for concluding that the district court had not erred was that Rambus was on notice of potentially infringing activities.  The Federal Circuit noted:  “Second, Rambus was on notice of potentially infringing activities by particular manufacturers.”

The Federal Circuit reasoned that “[o]nce the patent issued, the gun was loaded; when the targets were acquired, it was cocked; all that was left was to pull the trigger by filing a complaint. While it may not be enough to have a target in sight that the patentee believes may infringe, the knowledge of likely infringing activity by particular parties makes litigation more objectively likely to occur because the patentee is then more likely to bring suit.”

The Federal Circuit noted that “[h]ere, numerous internal documents manifest Rambus’s plan ‘to play [its] IP card with the DRAM companies’ against SDRAM products, either through a patent infringement or a breach of contract suit,” pointing to, inter alia, the finding that Rambus, even in the early 1990s, was “concerned that DRAM manufacturers were using Rambus’[s] technology to develop their own competing DRAMs,” and “[t]he [Nuclear Winter Memorandum] indicat[ing] specifically that Rambus already had claim charts showing that Micron infringed one of the Rambus patents.”

In addition, the Federal Circuit reasoned, “the bulk of the discussions between CEO Tate, Karp, and Rambus’s attorneys related to SDRAM and Rambus’s licensing (as Rambus argues) or litigation (as Micron argues) plans. Either way, Rambus was on notice of activities it believed were infringing. * * * Indeed, Rambus was more than on notice because, by its own admission, it actively broadened its claims to cover JEDEC standard-compliant products, and, according to the testimony of CEO Tate, it knew that those products would infringe its claims.”

Factor No. 2 – Knowledge of likely infringing activity by particular parties makes litigation more objectively likely to occur because the patentee is then more likely to bring suit.  Thus, document destruction occurring after such knowledge is more likely to constitute spoliation.  The Federal Circuit specifically mentioned that claim infringement charts had been prepared.

The Federal Circuit’s third reason for concluding that the district court had not erred was that “Rambus took several steps in furtherance of litigation prior to its second shredding party on August 26, 1999.”

The Federal Circuit noted that “Karp had already concluded that Rambus would ‘need to litigate against someone to establish [a] royalty rate and have [the] court declare [the Rambus] patent[s] valid,’ had prioritized defendants and forums, had created claim charts and determined an expected timeline for litigation that it would ‘launch in October [1999],’ and had as its goal to ‘be ready for litigation with 30 days notice’ ‘against 1 of the 3 manufacturers’ by the third quarter of 1999. On June 24, 1999, Karp was instructed by CEO Tate to ‘hammer out * * * our strategy for the battle with the first target that we will launch in October [1999].’ ”

The Federal Circuit noted that “[t]he first steps toward this litigation were spelled out on June 27, 1999, when Rambus established ‘IP 3Q ’99 Goals,’ including goals for ‘Licensing/Litigation Readiness.’ These goals included ‘[p]repar[ing] litigation strategy against 1 of the 3 manufacturers,’ being ‘[r]eady for litigation with 30 days notice,’ and ‘[o]rganiz[ing] [the] 1999 shredding party at Rambus.’ Planning for litigation continued when, on July 8, 1999, Rambus’s outside litigation counsel, Fenwick & West, prepared a timeline for the proposed patent infringement suits showing that Rambus planned to file complaints on October 1, 1999. Indeed, the second shredding party was itself part of Rambus’s third-quarter intellectual property litigation readiness goals.”

In the Hynix case, District Judge Whyte in the Northern District of California found that certain “contingencies” precluded Rambus from reasonably foreseeing litigation, including:  “(1) the direct RDRAM ramp had to be sufficiently developed so as not to jeopardize RDRAM production; (2) Rambus’s patents covering non-RDRAM technology had to issue; (3) product samples from potentially infringing DRAM manufacturers had to be available in the market; (4) the non-compatible products had to be reverse engineered and claim charts made showing coverage of the actual products; (5) Rambus’s board had to approve commencement of negotiations with a DRAM manufacturer; and (6) the targeted DRAM manufacturer had to reject Rambus’s licensing terms.”

The Federal Circuit rejected those “contingencies” as precluding a finding that litigation was not foreseeable.  The Federal Circuit reasoned that “it was not clear error to conclude that overcoming the contingencies was reasonably foreseeable.”

Note – The point here is that the Federal Circuit accepted that the various contingencies listed by District Judge Whyte in the Hynix case could perhaps weigh in favor of a finding that litigation was not reasonably foreseeable – but concluded that under the facts of the case, overcoming those contingencies was “reasonably foreseeable” – and thus did not preclude a finding that litigation was “reasonably foreseeable.”
The Federal Circuit first found that the “contingency” that Rambus did not wish to jeopardize its relationship with manufacturers was belied by Rambus’ internal documents.  The Federal Circuit reasoned:  “For example, Rambus makes much of the inadvisability of jeopardizing its relationship with the manufacturers through litigation over SDRAM, because those same manufacturers were producing RDRAM, which Rambus hoped would become the market leader. However, as was made clear in the Nuclear Winter Memorandum, if RDRAM did not become a market leader, Rambus would go after the manufacturers of SDRAM and if RDRAM did become a market leader, and the RDRAM ramp ‘reache[d] a point of no return,’ then Rambus could come out from ‘stealth mode,’ and could then ‘ROCK THE DIRECT BOAT’ because the manufacturers would be locked in to the RDRAM standard. Hence the use of definitive language of future intention, such as asking ‘WHAT’S THE RUSH [to assert patents against RDRAM partners]?’ and noting that it should ‘not asserts patents against Direct [RDRAM] partners until ramp reaches a point of no return (TBD).’ * * * .”

The Federal Circuit also pointed to obtaining product samples:  “Similarly, obtaining product samples would certainly be a reasonably foreseeable event, particularly because Rambus had explicitly broadened its claim coverage in prosecution to cover standard-compliant products, which, by the terms of the standard, all the manufacturers would meet.”

The Federal Circuit further concluded that Rambus’ choice to assert a royalty rate of 5%, which outside counsel had advised would invite litigation, indicated that litigation was foreseeable:  “It was also reasonably foreseeable that the manufacturers would reject Rambus’s licensing terms, because Karp proposed a five percent royalty rate to the board in March 1998 that attorney Johnson had called ‘ridiculous,’ and that the Cooley attorneys informed him would result in a lawsuit. In December 1998 or January 1999, Karp opined that in situations where Rambus was ‘not interested in settling,’ they should propose a royalty rate between five and ten percent, and noted that ‘we should not be too concerned with settlement at this point and should push for very high rates.’ It is thus not clear error to conclude that Rambus reasonably foresaw that the manufacturers would reject its licensing offer. The same is true for the other listed contingencies.”

The Federal Circuit concluded:  “Thus, Rambus’s preparations for litigation prior to the critical date, including choosing and prioritizing manufacturers to sue, selecting forums in which to bring suit within a planned time-frame, creating claim charts, and including litigation as an essential component of its business model, support the district court’s decision that Rambus reasonably foresaw litigation before the second shredding party on August 26, 1999.”

Factor No. 3 – Litigation preparations prior to the “critical date,” i.e. the date on which documents are destroyed, including “choosing and prioritizing manufacturers to sue, selecting forums in which to bring suit within a planned time-frame, creating claim charts, and including litigation as an essential component of its business model” weigh in favor a finding of spoliation.

The Federal Circuit fourthly noted that “Rambus is the plaintiff-patentee, and its decision whether to litigate or not was the determining factor in whether or not litigation would in fact ensue. In other words, whether litigation was reasonably foreseeable was largely dependent on whether Rambus chose to litigate. It is thus more reasonable for a party in Rambus’s position as a patentee to foresee litigation that does in fact commence, than it is for a party in the manufacturers’ position as the accused.”

In a footnote, the Federal Circuit noted:  “A similar reasoning may apply to accused infringers where there is declaratory judgment jurisdiction under MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 127 (2007), because the accused infringer is then in the same position to control litigation as the patentee.”

Factor No. 4 – It is more reasonable for a plaintiff-patentee to foresee litigation, than a defendant.  However, the same rule applies to a defendant-accused infringer in a declaratory judgment action.

Finally, and as the fifth reason for concluding that the district court had not erred in finding spoliation, the Federal Circuit noted that “the relationship between Rambus and the manufacturers involving RDRAM did not make litigation significantly less likely, it only delayed the initiation of litigation until the manufacturers were either too invested in RDRAM for the SDRAM litigation to negatively impact Rambus’s sales, or until Rambus had no choice but to sue because RDRAM was rejected.”

The Federal Circuit reasoned that “[i]n general, when parties have a business relationship that is mutually beneficial and that ultimately turns sour, sparking litigation, the litigation will generally be less foreseeable than would litigation resulting from a relationship that is not mutually beneficial or is naturally adversarial.”

The Federal Circuit further reasoned that “[t]hus, for example, document destruction occurring during the course of a long-standing and untroubled licensing relationship relating to the patents and the accused products that ultimately become the subject of litigation is relatively unlikely to constitute spoliation, while destruction of evidence following repeated failures of a licensee to properly mark products or remit royalties, is more likely to constitute spoliation. Because the relationship regarding RDRAM did nothing to make litigation significantly less likely, and because Rambus and the manufacturers did not have a longstanding and mutually beneficial relationship regarding SDRAM, Rambus cannot use its delay tactics regarding RDRAM to undermine the other considerations herein discussed.”

Factor No. 5 – Document destruction occurring during the course of a long-standing and untroubled licensing relationship relating to the patents and the accused products that ultimately become the subject of litigation is relatively unlikely to constitute spoliation, while destruction of evidence following repeated failures of a licensee to properly mark products or remit royalties, is more likely to constitute spoliation.

The district court had concluded that litigation was reasonably foreseeable in December 1998.  Rambus argued that was clear error because the only thing that happened on that date was the “Nuclear Winter Memorandum” which Rambus argued only addressed a contingency which could not support a conclusion that litigation was then reasonably foreseeable.  The Federal Circuit rejected that argument (somewhat sidestepping the issue) by noting that “[t]he important inquiry is not whether a particular document made litigation reasonably foreseeable, but whether the totality of the circumstances as of the date of document destruction made litigation reasonably foreseeable. As discussed above, there was no clear error in the district court’s holding that they did.”

Choice of Sanctions
Although the Federal Circuit agreed that Rambus actions constituted spoliation, the panel majority concluded that the district court had not properly supported its decision to dismiss the case as a sanction.

The panel majority acknowledged that “[d]istrict courts have the ‘inherent power to control litigation,’ * * * by imposing sanctions appropriate to rectify improper conduct by litigants,” and that “[s]uch sanctions may include dismissal.”
  The panel majority further reiterated that “[t]he particular sanction imposed is within the sound discretion of the district court in exercising its inherent authority and in assuring the fairness of the proceedings before it.”

Rambus argued that Micron had failed to prove bad faith or prejudice, and the district court should have imposed a sanction other than dismissal.

Bad Faith
The panel majority reiterated that “[t]o make a determination of bad faith, the district court must find that the spoliating party ‘intended to impair the ability of the potential defendant to defend itself.’ ”
  According to the panel majority, “[t]he fundamental element of bad faith spoliation is advantage-seeking behavior by the party with superior access to information necessary for the proper administration of justice.”

The panel majority concluded that the district court had not fully explained the factual basis for its determination of bad faith.  The district court held that “a duty to preserve potentially relevant evidence arose in December 1998 and any documents purged from that time forward are deemed to have been intentionally destroyed, i.e. destroyed in bad faith.”

According to the panel majority, “[a] determination of bad faith is normally a prerequisite to the imposition of dispositive sanctions for spoliation under the district court’s inherent power, and must be made with caution. In determining that a spoliator acted in bad faith, a district court must do more than state the conclusion of spoliation and note that the document destruction was intentional. * * * From the district court’s sparse analysis, this court is unable to determine whether the district court applied the applicable exacting standard in making its factual determination that Rambus acted in bad faith.”

The panel majority also noted that district court had used a “knew or should have known” standard in determining bad faith.  The panel majority advised that “[o]n remand, the district court should limit its bad faith analysis to the proper inquiry: whether Rambus ‘intended to impair the ability of the potential defendant to defend itself,’ * * * without regard to whether Rambus ‘should have known’ of the propriety of its document destruction.”

The panel majority explained that:

Litigations are fought and won with information. If the district court finds facts to conclude that Rambus’s goal in implementing its document retention policy was to obtain an advantage in litigation through the control of information and evidence, it would be justified in making a finding of bad faith. If, on the other hand, the district court determines that Rambus implemented its document retention policy for legitimate business reasons such as general house-keeping, a finding of bad faith would be unwarranted.

Prejudice
The panel majority reiterated that “[p]rejudice to the opposing party requires a showing that the spoliation ‘materially affect[s] the substantial rights of the adverse party and is prejudicial to the presentation of his case,’ ” and “[i]n satisfying that burden, a party must only ‘come forward with plausible, concrete suggestions as to what [the destroyed] evidence might have been.’ ”

The panel majority explained that “[i]f it is shown that the spoliator acted in bad faith, the spoliator bears the ‘heavy burden’ to show a lack of prejudice to the opposing party because ‘[a] party who is guilty of * * * intentionally shredding documents * * * should not easily be able to excuse the misconduct by claiming that the vanished documents were of minimal import.’ ”

Here, it was undisputed that Rambus had destroyed between 9,000 and 18,000 pounds of documents in 300 boxes. The district court concluded that the destroyed documents were relevant to several defenses including unenforceability due to, inter alia, patent misuse based on Rambus’ conduct at JEDEC, and inequitable conduct.  It, of course, was unknown whether the destroyed documents related to Micron’s claims of patent misuse etc., or whether the documents were redundant or irrelevant as Rambus contended.

The panel majority concluded that “proper resolution of this issue turns largely on whether Rambus has the burden to show lack of prejudice or Micron has the burden to show prejudice. As discussed above, this turns on whether the district court, on remand, concludes that Rambus was a bad faith spoliator. The question of prejudice is therefore also remanded.”

Dispositive Sanction
The panel majority further instructed the district court to explain its reasons for choosing the sanction of dismissal “based on the degree of bad faith and prejudice and the efficacy of other lesser sanctions.”  The panel majority advised that dismissal was a “harsh sanction” that “should not be imposed unless there is clear and convincing evidence of both bad-faith spoliation and prejudice to the opposing party.”

The panel majority held that “the presence of bad faith and prejudice, without more, do not justify the imposition of dispositive sanctions.”  Rather, the panel majority explained, “[i]n gauging the propriety of the sanction, the district court must take into account ‘(1) the degree of fault of the party who altered or destroyed the evidence; (2) the degree of prejudice suffered by the opposing party; and (3) whether there is a lesser sanction that will avoid substantial unfairness to the opposing party and, where the offending party is seriously at fault, will serve to deter such conduct by others in the future.’ ”

Circuit Judge Gajarsa filed a concurring-in-part, dissenting-in-part opinion.  Judge Gajarsa agreed that Rambus’ actions constituted spoliation, but dissented from the remand for reevaluation of the issue of bad faith.  According to Judge Gajarsa, “[e]ven though the majority applauds with one hand the district court’s ‘inherent power to control litigation,’ * * * with the other hand it strangles this power by vacating the district court’s sanction award. Indeed, the majority does not review the district court’s sanction award for an abuse of discretion, instead it reviews the facts and weighs the evidence before it substitutes its judgment for that of the district court, deciding that based on the district court’s thorough factual analysis, it would not have granted the dispositive sanctions. Because we should not ‘disarm the [district] court of its important power to police its proceedings to ensure transparency and predictability and to discourage mischievous conduct by litigants,’ I dissent.”

In a footnote, Judge Gajarsa found the panel majority’s discussion of reasonably forseeable litigation “troubling.”  According to Judge Gajarsa, “[b]ecause the Third Circuit has not spoken on the outer bounds of reasonably foreseeable litigation, this court may look to the law of other circuits to help inform the issue. * * * While I believe the majority is correct that circuits generally do not require ‘imminent litigation’ for it to be reasonably foreseeable, the majority uses its ‘flexible’ standard to overturn the district court’s finding of no spoliation in Hynix Semiconductor, Inc. v. Rambus, Inc., No. 2009-1299, -1347, slip op. at 12-13 (Fed. Cir. May 13, 2011), the companion to this case. I disapprove of this backdoor imposition of Federal Circuit law in place of that of the regional circuit and additionally dissent from the portion of the majority’s Hynix opinion that overturns the district court’s spoliation determination.”

2. The Standard For Determining When Litigation is Reasonably Foreseeable Does Not Carry a Gloss Requiring That Litigation Be ‘imminent, or probable without significant contingencies” [image: image664.png]
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As noted above, in two companion cases, Micron Technology, Inc. v. Rambus, Inc, (Micron II)
 and Hynix Semiconductor Inc. v. Rambus, Inc. (Hynix II),
 the Federal Circuit jumped into the spoliation controversy.  The Micron II case is discussed above.  The underlying facts involving spoliation were the same in both cases.  The Hynix II case will be discussed here.

In Hynix II, the district court entered final judgment finding that certain claims of Rambus’ six patents-in-suit were not invalid and were infringed.  The district court entered judgment against Hynix in the amount of slightly less that $ 350 million.  Hynix appealed the district court’s “(1) denial of Hynix’s motion to dismiss due to unenforceability arising from Rambus’s alleged spoliation of documents, * * *; (2) claim construction, * * *; (3) denial of Hynix’s motion for judgment as a matter of law or for a new trial on the basis of written description, * * *; (4) denial of Hynix’s motion for a new trial on obviousness, * * *; and (5) rejection of Hynix’s equitable arguments of unenforceability due to implied waiver and equitable estoppel.”
  

The Federal Circuit (1) vacated the district court’s final judgment and remanded for a determination of spoliation under the analysis of Micron II, (2) affirmed the district court’s decision on waiver and estoppel, (3) claim construction, (3) denying Hynix’s motion for JMOL or a new trial on the issue of written description, and (5) its order denying Hynix’s motion for a new trial on obviousness.

The spoliation issue will be addressed here.

The district court concluded that the litigation had not become reasonably forseeable until late 1999.  According to the district court, before that date “the path to litigation was neither clear nor immediate” and was subject to “several contingencies [that] had to occur before Rambus would engage in litigation.”  Those contingencies included, inter alia, locking in manufacturers to the RDRAM standard, issuance of Rambus’ patents, reverse-engineering accused product samples to create claim charts, Rambus’ board approval for litigation, etc.  The district court held that the “turning point in Rambus’s litigation intentions” was Karp’s IP Strategy Update of September 24, 1999, which “clearly states that Rambus’s intellectual property in its patents must be substantiated either by settlement with ‘an industry powerhouse’ or ‘winning court,’ and acknowledges that some manufacturers will never settle.”  The district court reasoned that because the second shred day occurred before the IP Strategy Update, Rambus’ document destruction was “a permissible business decision.” 

The Federal Circuit panel majority noted that “[i]n Micron II, this court held that that standard [for determining when litigation is reasonably foreseeable] does not carry a gloss requiring that litigation be ‘imminent, or probable without significant contingencies.’ ”
  The panel majority concluded that the district court had erroneously applied such a standard.  The panel majority relied on three reasons.

The first was that the district court had not considered the likelihood that those contingencies would be resolved.  However, according to the Federal Circuit panel majority, the district court’s discussion indicated that the district court had “implicitly” recognized that each contingency was reasonably foreseeable.

According to the Federal Circuit panel majority, “[t]hough the district court understood that these contingencies were reasonably foreseeable, it nevertheless determined that the litigation itself was not. This reflects a mistaken view of the importance of these contingencies in determining the foreseeability of litigation.”

The Federal Circuit panel majority explained that “[c]ontingencies whose resolutions are reasonably foreseeable do not foreclose a conclusion that litigation is reasonably fore-seeable. * * * It would be inequitable to allow a party to destroy documents it expects will be relevant in an expected future litigation, solely because contingencies exist, where the party destroying documents fully expects those contingencies to be resolved.”

The second reason was because the district court concluded that litigation was not reasonably foreseeable because Rambus’ board had not approved licensing negotiations or litigation against DRAM manufacturers as of August 1999, and Rambus had not budgeted for litigation by June 1999.  According to the Federal Circuit panel majority, “[w]hile these facts may show that litigation was not imminent, they do not demonstrate that it was not reasonably foreseeable. Indeed, there is no evidence in the record that these facts changed as of January 2000, when Rambus in fact sued Hitachi.”

The third reason was because the district court (the Northern District of California) was the only court to find that the duty to preserve documents did not begin until after Rambus’s second shred day, which, according to the Federal Circuit panel majority, “suggests the application of a too-strict standard of foreseeability.”  The panel majority pointed to opinions by the District of Delaware and the Eastern District of Virginia.

According to the Federal Circuit panel majority, “[t]he narrow standard applied by the district court in this case vitiates the reasonable foreseeability test, and gives free reign to destroy documents to the party with the most control over, and potentially the most to gain from, their destruction. This fails to protect opposing parties’ and the courts’ interests in uncovering potentially damaging documents, and undermines the level evidentiary playing field created by discovery that lies at the heart of our adversarial system.”

Accordingly, the panel majority vacated the district court’s findings and conclusions on the spoliation issue, and remanded for reconsideration in light of the analysis in Micron II.

Circuit Judge Gajarsa filed an opinion concurring-in-part and dissenting-in-part, which was joined by Circuit Judge Newman.  Judge Gajarsa dissented from Part A of the panel majority’s opinion for the same reasons as in Micron II.  Judge Gajarsa contended that “[t]he majority here applies a rule for spoliation premised upon a reasonably foreseeable litigation standard that it contoured and developed in Micron, * * *. Seizing on the district court’s alleged grafting of an overly strict ‘gloss’ on the reasonably foreseeable litigation standard, the majority claims that the district court erred as a matter of law by applying the wrong standard for spoliation. In so doing, the majority ignores the district court’s well-articulated understanding of the relevant Ninth Circuit law and its factual findings, which demonstrate that the district court applied the very standard that the majority now requires. The majority obtenebrates the facts presented in the district court’s opinion to resolve the conflict between the spoliation determinations in this case and in Micron.”

Judge Gajarsa urged that the factual findings on which the district court supported its conclusion were correct, i.e., that six contingencies indicated that litigation was not reasonably foreseeable until late 1999.  Judge Gajarsa urged that those findings were not clearly erroneous on the record before the district court.

According to Judge Gajarsa, the panel majority reweighed the facts and then decided that the district court’s understanding was erroneous.  Judge Gajarsa wrote:  “Putting its thumb on the scales by reweighing the evidence to reach a desired result is not the proper function of an appellate court.”

G. Sanctions

1. Other Sanctions

a) Court Awards Sanctions Against Non-Practicing Plaintiff and Attorney Based, in Part, on Filing Numerous Suits and Offering to Settle For Nuisance Value, and on Asserting an Unreasonable Claim Construction [image: image668.png]
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In Eon-Net LP v. Flagstar Bancorp (Eon-Net II),
 the Federal Circuit, expressing disapproval with the litigation tactics of a non-practicing plaintiff and its attorney, affirmed the district court’s award of $141,984.70 in attorney fees and costs against the plaintiff and its attorney for alleged Rule 11 violations.  The Federal Circuit further affirmed the district court’s award of $489,150.48 in attorney fees and costs under § 285.  Although the alleged misconduct included, inter alia, spoliation of evidence, the Federal Circuit particularly focused on the litigation tactic of filing numerous suits, while seeking relatively low settlement amounts, and on what the Federal Circuit believed was an unreasonable claim construction – i.e., one that did not limit claim terms per the specification.

Eon-Net was owner of three patents which were part of larger family of patents, all of which issued from continuation and divisional applications of an ultimately parent filed in 1991.  The Federal Circuit referred to that as the “Patent Portfolio.”  The inventors were principals of Eon-Net, which was one of several patent-holding companies formed to enforce the Patent Portfolio.  The first five patents to issue as part of the Patent Portfolio were assigned to Millennium L.P., the patents-in-suit were assigned to Eon-Net, and subsequent patents were assigned to Glory Licensing LLC.

The asserted patents were generally drawn to inputting information from a document, and storing and formatting certain information.  Claim 1 of one of the patents-in-suit was deemed representative:

1. A multimode information processing system for inputting information from a document or file on a computer into at least one application program according to customizable transmission format instructions, and to operate in at least one of:

a. a definition mode wherein content instructions are used to define input information from within said document or file required by said at least one application program; and

b. an extraction mode to parse at least a portion of said document or file to automatically extract at least one field of information required by said at least one application program and to transfer said at least one field of information to said at least one application program according to said customizable transmission format instructions.

Fig. 1 illustrated a preferred embodiment:

[image: image671.emf]
in which a document 100 was scanned into memory for processing by a computer having several “application units” that used information from the scanned document.

Millennium had filed four lawsuits between 1996 and 2001 asserting various patents in the Patent Portfolio.  After 2001, Zimmerman & Levi, L.L.P. and Jean-Marc Zimmerman began to represent Millennium as litigation counsel.  According to the Federal Circuit, “a large number of lawsuits” were filed alleging infringement of patents within the Patent Portfolio.  According to the court, over 100 lawsuits were filed on behalf of Eon-Net and its related entities.

In 2005, Eon-Net sued Flagstar alleging that processing information entered by customers on Flagstar’s website infringed certain claims of one of the patents-in-suit.  Flagstar moved for summary judgment asserting that it used document processing technology provided by Kofax Image Products, Inc., which held a license to that patent.  Flagstar also moved for sanctions under Rule 11, Fed. R. Civ. P., based on an alleged failure to properly investigate the alleged infringement, and for asserting alleged baseless infringement claims.  The district court granted both motions, and assessed fees and costs against Eon-Net and Zimmerman.

In a first appeal,
 the Federal Circuit, in a non-precedential opinion, vacated and remanded because the district court had not given Eon-Net an opportunity to present its infringement and claim construction arguments.

After remand, the first district judge recused herself, and the case was assigned to another district judge.  Eon-Net added the other two patents-in-suit.  The district court construed the claims, and in particular construed “document,” “file,” “extract,” and “template” as being limited to information originating from a hard copy document.  Based on that construction, Eon-Net stipulated to non-infringement.

Flagstar then moved for an award of attorney’s fees under § 285.  The district court granted the motion finding that the case was exceptional because of “Eon-Net’s pursuit of baseless infringement claims, Eon-Net’s improper purpose of bringing the lawsuit against Flagstar to obtain a nuisance value settlement, Eon-Net’s destruction of evidence, and Eon-Net’s offensive litigation tactics.”  The district court also invited Flagstar to renew its Rule 11 motion, which Flagstar did.  The district court granted the Rule 11 motion and awarded sanctions “concluding that Eon-Net and its counsel failed to perform a reasonable pre-filing investigation and that their claim construction positions were unsupportable.  The district court awarded $141,984.70 in attorney fees and costs against Eon-Net and Zimmerman for their violation of Rule 11.  The district court further awarded Flagstar $489,150.48 in attorney fees and costs under § 285 for litigating the case following remand.  On appeal, the Federal Circuit affirmed.

With respect to claim construction, the Federal Circuit affirmed the district court’s construction of “document,” “file,” “extract,” and “template” as being limited to information originating from a hard copy document.  The Federal Circuit noted that “[t]he written description repeatedly and consistently defines the invention as a system that processes information derived from hard copy documents.”  According to the court, “[t]hese statements about the invention are not limited to specific embodiments or examples but describe and define the invention overall.”

The Federal Circuit concluded that “[t]his is not a case where a district court improperly imported a limitation from the specification or where the question of what the specification teaches about the claims presents a close call; here, the specification unequivocally compels the constructions adopted by the district court.”

With respect to the finding of “exceptional case” under § 285, the Federal Circuit rejected Eon-Net’s arguments that it had offered a reasonable claim construction, that the purpose of pursuing litigation was to seek licensing income, which was proper, that Eon-Net had not destroyed any relevant documents, and that its litigation tactics were not offensive or vexatious.

The Federal Circuit disagreed:  “Here, the district court found that Eon-Net’s litigation misconduct and its filing of a baseless infringement action in bad faith for an improper purpose warranted an exceptional case finding. We conclude that the district court did not clearly err in so finding and address each category of conduct below.”

The district court had listed several instances of alleged litigation misconduct, including destroying documents prior to filing suit against Flagstar.  According to the district court, Eon-Net’s principal, Mitchell Medina, testified with regard to document retention, collection, and production that “I don’t save anything so I don’t have to look” and further testified that Eon-Net and Millennium “have adopted a document retention policy which is that we don’t retain any documents” because those companies have “evolved into patent enforcement companies which are involved in the business of litigation.”  Accordingly, all documents from Millennium’s prior infringement against another company, Readsoft, were destroyed although Millennium had other pending cases.  

Zimmerman argued that after the Readsoft case settled, he only “discarded publicly available documents and non-essential documents such as travel-related receipts” and retained “all material non-public documents.” The Federal Circuit noted that “it is impossible to determine the veracity of that statement,” but even if true, “it is undisputed that Medina and ultimately Eon-Net had an independent duty to preserve evidence during the ongoing lawsuits, * * * and, in light of Medina’s testimony, it was not clear error for the district court to conclude that Eon-Net did not observe that duty.”

The district court further held that Eon-Net had failed to engage in claim construction in good faith by failing to offer a construction for any disputed terms, filing incomplete and misleading extrinsic evidence with the court, and submitting declarations that contradicted earlier deposition testimony by the declarants.  Eon-Net argued that it was not improper to assert that no claim terms required a construction.

The Federal Circuit responded that “[w]hile it is certainly true that a district court is not obligated to construe every claim term, Eon-Net ignores the district court’s analysis, which is grounded on Eon-Net’s failure to engage the claim construction process in good faith, including Eon-Net’s submission of incomplete and misleading extrinsic evidence.”
  The Federal Circuit pointed to other conduct as well.

As for filing an objectively baseless lawsuit in bad faith, Eon-Net relied on portions of the Federal Circuit’s opinion in Eon-Net I urging the same suggested that the input did not have a hard copy document.  The Federal Circuit disagreed:  “As explained above, the written description repeatedly defines the invention as a system for processing information that originates from hard copy documents, and, under this construction, it is undisputed that Flagstar does not infringe any asserted claim of the ’697, ’673, and ’162 patents. Thus, because the written description clearly refutes Eon-Net’s claim construction, the district court did not clearly err in finding that Eon-Net pursued objectively baseless infringement claims.”

The district court further found that Eon-Net had filed the lawsuit in bad faith and for an improper purpose.  The Federal Circuit agreed:  “The record supports the district court’s finding that Eon-Net acted in bad faith by exploiting the high cost to defend complex litigation to extract a nuisance value settlement from Flagstar. At the time that the district court made its exceptional case finding, Eon-Net and its related entities, Millennium and Glory, had filed over 100 lawsuits against a number of diverse defendants alleging infringement of one or more patents from the Patent Portfolio. * * * Each complaint was followed by a ‘demand for a quick settlement at a price far lower than the cost of litigation, a demand to which most defendants apparently have agreed.’ * * * In this case, as with the other cases, Eon-Net offered to settle using a license fee schedule based on the defendant’s annual sales: $25,000 for sales less than $3,000,000; $50,000 for sales between $3,000,000 and $20,000,000; and $75,000 for sales between $20,000,000 and $100,000,000.”

The Federal Circuit added:

Meritless cases like this one unnecessarily require the district court to engage in excessive claim construction analysis before it is able to see the lack of merit of the patentee’s infringement allegations. * * * In this case, Flagstar expended over $600,000 in attorney fees and costs to litigate this case through claim construction. * * * Viewed against Eon-Net’s $25,000 to $75,000 settlement offer range, it becomes apparent why the vast majority of those that Eon-Net accused of infringement chose to settle early in the litigation rather than expend the resources required to demonstrate to a court that the asserted patents are limited to processing information that originates from a hard copy document. Thus, those low settlement offers—less than ten percent of the cost that Flagstar expended to defend suit—effectively ensured that Eon-Net’s baseless infringement allegations remained unexposed, allowing Eon-Net to continue to collect additional nuisance value settlements.

The Federal Circuit further held that “Eon-Net had the ability to impose disproportionate discovery costs on Flagstar,” because under the liberal discovery rules “it is not uncommon for an accused infringer to produce millions of pages of documents, collected from central repositories and numerous document custodians. Those discovery costs are generally paid by the producing party, * * * increasing the nuisance value that an accused infringer would be willing to settle for in a patent infringement case.”

The Federal Circuit further noted that “[a]s a non-practicing entity, Eon-Net was generally immune to counterclaims for patent infringement, antitrust, or unfair competition because it did not engage in business activities that would potentially give rise to those claims. And while Eon-Net risked licensing revenue should its patents be found invalid or if a court narrowly construed the patents’ claims to exclude valuable targets, Eon-Net did not face any business risk resulting from the loss of patent protection over a product or process. Its patents protected only settlement receipts, not its own products.”

Eon-Net argued that it was not improper for it to vigorously enforce its patent rights or to offer standard licensing terms.  The Federal Circuit responded that Eon-Net was correct: “But the appetite for licensing revenue cannot overpower a litigant’s and its counsel’s obligation to file cases reasonably based in law and fact and to litigate those cases in good faith. Here, the district court did not clearly err when it found that Eon-Net filed an objectively baseless infringement action against Flagstar and brought that action in bad faith, specifically to extract a nuisance value settlement by exploiting the high cost imposed on Flagstar to defend against Eon-Net’s baseless claims. It also appears that in filing this case, Zimmerman merely followed the direction of his client, Medina, who Zimmerman characterized at oral argument as ‘difficult to control.’ * * * But an attorney, in addition to his obligation to his client, also has an obligation to the court and should not blindly follow the client’s interests if not supported by law and facts. In these circumstances, coupled with the district court’s supported findings regarding Eon-Net’s litigation misconduct, we conclude that the district court did not clearly err in its exceptional case finding.”

As for the Rule 11 sanctions, the district court imposed sanctions against Zimmerman and Eon-Net because the infringement allegations were legally baseless, and they had failed to perform a reasonable pre-filing investigation.  The Federal Circuit agreed.

For the same reasons listed above, the Federal Circuit concluded that the district court had not erred in finding that the infringement allegations were objectively baseless.  

As for a pre-filing investigation, Zimmerman argued that he had compared Flagstar’s website and publicly-available code to each limitation of the asserted claims, and had generated a claim chart.  The Federal Circuit responded that was not enough:  “A reasonable pre-suit investigation, however, also requires counsel to perform an objective evaluation of the claim terms when reading those terms on the accused device. * * * The district court concluded that the written description expressly defines the invention as a system for processing information originating from hard copy documents, * * * finding that Eon-Net’s contrary claim construction position ‘borders on the illogical’ and that ‘[t]he specification exposes the frivolity of Eon-Net’s claim construction position.’ ”  The Federal Circuit concluded that those findings had not been shown to be clearly erroneous.

XXII. APPELLATE PRACTICE AND PROCEDURE
A. Waiver

1. Cross-Appeals

a) Court Indicates it May Grant Sanctions for Improper Cross-Appeal [image: image672.png]
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In Aventis Pharma S.A. v. Hospira, Inc.,
 the Federal Circuit, in unusually harsh language, dismissed a “protective” cross-appeal and indicated that it may award attorney’s fees.

Aventis sued Apotex, Inc. and Apotex Corp. for infringement.  That case was consolidated with another case involving Hospira involving the same patents.  In 2010, the district court entered judgment in favor of Apotex and Hospira concluding that all of the asserted claims in the patents-in-suit were invalid due to obviousness and were unenforceable due to inequitable conduct.

Aventis appealed.  Apotex filed a “protective” cross-appeal to challenge the district court’s finding that some of the asserted claims were not invalid for double-patenting if the Federal Circuit vacated and reversed the obviousness and unenforceability holdings.  Aventis contacted Apotex noting that the cross-appeal was improper under the Federal Circuit’s Practice Notes to Federal Rule of Appellate Procedure 28.1 and TypeRight Keyboard Corp. v. Microsoft Corp.,
 both warning against a cross-appeal that did not seek to modify or overturn the judgment of the trial court.  Aventis advised Apotex that if Aventis was forced to move for dismissal, Aventis would seek its attorney’s fees.

Apotex refused to dismiss the cross-appeal contending that TypeRight was distinguishable, and other appellate courts allowed conditional cross-appeals.  Aventis then moved to dismiss the cross-appeal.  The Federal Circuit granted the motion.

The Federal Circuit explained that “[o]ur precedent consistently warns against the improper use of a cross-appeal to reach issues that do not otherwise expand the scope of the judgment. A cross-appeal may only be filed ‘when a party seeks to enlarge its own rights under the judgment or to lessen the rights of its adversary under the judgment.’ [The court previously] * * * explained that an unwarranted cross-appeal ‘unnecessarily expands the amount of briefing,’ and also gives ‘the appellee an unfair opportunity to file the final brief and have the final oral argument, contrary to established rules.’ ”
 

The Federal Circuit further explained that “[o]ur practice with respect to cross-appeals does not limit the arguments that can be presented on appeal. Attorneys are free to devote as much of their responsive briefing as needed to flesh out additional arguments and alternative grounds for affirming the judgment on appeal. * * * They are not free, however, to game the system by filing a cross-appeal to obtain the final word: this is neither fair to the appellant nor an efficient use of the appellate process.”

The Federal Circuit disagreed with Apotex that the Federal Circuit’s practice was in conflict with the practices of other circuits.  According to the court, “[o]ther circuits may allow a conditional cross-appeal as a means to raise additional arguments which do not expand the scope of the judgment. We also provide the opportunity to raise additional arguments, but require parties to raise such arguments in their primary briefing. Thus, parties appearing before us have the same substantive opportunity to make their arguments, although the means used to do so differs in form.”

The Federal Circuit explained that “the district court held all asserted claims invalid for obviousness and both patents in suit unenforceable, yet Apotex nevertheless filed a cross-appeal regarding (1) additional claims for invalidity and (2) claims of non-infringement directed to the same claims. ‘Where, as here, the district court has entered a judgment of invalidity as to all of the asserted claims, there is no basis for a cross-appeal as to either (1) additional claims for invalidity or (2) claims of non-infringement.’ * * * Our precedent is clear: the conditional cross-appeal is improper, and we grant the motion to dismiss.”

The Federal Circuit remarked that Apotex’s conduct was “particularly egregious given that Aventis explained that TypeRight prohibits exactly the type of cross-appeal filed. Given an opportunity to withdraw the improper cross-appeal, Apotex instead claimed it could distinguish TypeRight from the present case. Apotex’s distinctions are unavailing: merely styling their appeal as a conditional cross-appeal does not distinguish TypeRight.”

The Federal Circuit added that “[w]e understand Aventis plans to seek attorneys’ fees and costs incurred in connection with the motion to dismiss Apotex’s improper cross-appeal, and will evaluate its request in due course.”

2. Frivolous Appeals and Motions

a) A “Motion to Strike” to “Get in the Last Word” is Improper and May Lead to Sanctions [image: image675.png]
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In Inventio AG v. ThyssenKrupp Elevator Americas Corp.,
 the Federal Circuit reversed the district court’s finding that “modernizing device” and “computing unit” limitations were means-plus-function limitations subject to 35 U.S.C. § 112(6), and that the claims were indefinite for failure to disclose “corresponding structure.”  That portion of the case is addressed elsewhere.

ThyssenKrupp had filed a motion to strike portions of Inventio’s reply brief urging that it contained new and misleading arguments, mischaracterized legal precedent, and misrepresented ThyssenKrupp’s responsive brief and the record.  The Federal Circuit was not pleased.  Although the Federal Circuit did not sanction, ThyssenKrupp, the court had strong words:

ThyssenKrupp’s motion lacks merit. It reargues the merits of the case. ThyssenKrupp simply disagrees with Inventio’s legal arguments, and its motion seems to us to be an improper attempt to obtain the final word in the appeal, a practice that we strongly discourage. * * * Its nasty tone is exemplified by use of the word “blatantly” or “blatant” at least four times. Thus, ThyssenKrupp’s filing of this motion borders on the type of frivolous and wasteful litigation tactics that we have previously frowned upon. * * * We accordingly deny ThyssenKrupp’s motion and turn to the merits of Inventio’s appeal.

B. Appeals From the PTO

1. Court Sustains Board’s Interpretation of Rule 41.37 – ““merely pointing out the differences in what the claims cover * * * is not a substantive argument as to the separate patentability of the claims” [image: image677.png]


 [image: image678.png]


 
In In re Lovin,
 the Federal Circuit affirmed the board’s interpretation of Rule 41.37 (37 C.F.R. § 41.37(c)(1)(vii)) requiring a separate substantive argument as to each dependent claim to avoid waiver.

Rule 41.37(c)(1)(vii) provides, in pertinent part:

(vii) Argument. * * * For each ground of rejection applying to two or more claims, the claims may be argued separately or as a group. When multiple claims subject to the same ground of rejection are argued as a group by appellant, the Board may select a single claim from the group of claims that are argued together to decide the appeal with respect to the group of claims as to the ground of rejection on the basis of the selected claim alone. Notwithstanding any other provision of this paragraph, the failure of appellant to separately argue claims which appellant has grouped together shall constitute a waiver of any argument that the Board must consider the patentability of any grouped claim separately. Any claim argued separately should be placed under a subheading identifying the claim by number. Claims argued as a group should be placed under a subheading identifying the claims by number. A statement which merely points out what a claim recites will not be considered an argument for separate patentability of the claim. (emphasis added)

In particular, the issue on appeal centered on the emphasized sentence.

Lovin filed an application drawn to improvements in friction welding, i.e., a process in which a first part is rapidly rotated and brought into contact with a second part.  Heat generated during the rotation fused the parts together.

The application had 34 claims, of which claims 1, 8, 17, 23, 30 and 34 were independent claims.  During prosecution, Lovin presented arguments vis-à-vis the patentability of the independent claims, but did not separately argue the patentability of dependent claims.  Ultimately, the examiner rejected claims 1-24 and 30-34 as having been obvious over three references.

Lovin appealed to the board.  In his brief, Lovin listed each claim under a subheading with separate arguments, as required by the rule.  However, according to the Federal Circuit, “[w]hile his arguments for independent claims 1 and 30 were relatively well-developed, his arguments for the dependent claims and the remaining independent claims were not. For the dependent claims, Lovin adopted the arguments from the corresponding independent claims, but with respect to the additional elements of the dependent claims, Lovin simply asserted that these elements were not present in the prior art and asserted non-obviousness over the combined teachings of the prior art.”

The examiner’s answer addressed each claim citing the column and line number where the disputed claim elements could be found in the prior art.  Lovin did not file a reply.

The board affirmed the rejection of claim 1 as having been obvious over the prior art.  With respect to independent claims 8, 17, and 23, the board concluded that Lovin’s arguments were based on the “same rationale” as his arguments vis-à-vis claim 1.  Accordingly, the board affirmed the rejection of those claims as well.

The board further affirmed the rejection of independent claim 30, and the rejection of independent claim 34 as well, concluding that Lovin had relied on the same rationale as in his arguments vis-à-vis claim 30.  

The board also affirmed the rejection of all dependent claims finding that Lovin had merely “point[ed] out what the claims recite and then assert[ed] that there [was] no corresponding combination of steps taught or suggested in the applied references.”  The board concluded that under Rule 41.37, “merely pointing out the differences in what the claims cover * * * is not a substantive argument as to the separate patentability of the claims. Accordingly, claims 2–15 and 17–24 stand or fall with claim 1, and claims 31–34 stand or fall with claim 30.”

On appeal, Lovin did not contest the board’s affirmance of the rejections of independent claims 1 and 30, but urged that the board had improperly refused to separately address the obviousness of claims 2–15, 17–24, and 31–34 (which the court referred to as “dependent claims” for simplicity, although claims 8, 17, 23, and 34 were independent).

The question was whether the board’s interpretation of Rule 41.37, i.e., “merely pointing out the differences in what the claims cover * * * is not a substantive argument as to the separate patentability of the claims,” was a proper interpretation of the rule.

The Federal Circuit noted that “[t]he Supreme Court has long recognized that an agency's construction of its own regulations is entitled to substantial deference,” citing Bowles v. Seminole Rock & Sand Co.,
 holding that “the ultimate criterion [in determining the meaning of the regulation] is the administrative interpretation, which becomes of controlling weight unless it is plainly erroneous or inconsistent with the regulation.”

Accordingly, the Federal Circuit reasoned that the PTO was due “substantial deference” in interpreting its own regulations.  In In re Garner,
 and Dethmers Manufacturing, Inc. v. Automatic Equipment Manufacturing Co.,
 however, the Federal Circuit had held that the PTO must nevertheless follow judicial interpretations of PTO regulations set out in Federal Circuit decisions.

But, the Federal Circuit noted, the Supreme Court in National Cable & Telecommunications Association v. Brand X Internet Services,
 had held that obligation was not absolute.  Therein, according to the Federal Circuit, “[t]he Court held that a judicial interpretation would trump an agency’s construction only if the judicial precedent ‘unambiguously foreclose[d] the agency’s interpretation, and therefore contain[ed] no gap for the agency to fill.’ ”

Lovin contended that the Federal Circuit’s decisions in In re Nielson,
 and In re Beaver,
 represented binding authority that should control the PTO’s construction of Rule 41.37.  The Federal Circuit, though, distinguished both concluding that neither case directly addressed Rule 41.37 nor its predecessor rule.

The court concluded that the board had reasonably interpreted Rule 41.37 to require applicants to articulate substantive arguments if they wished to have individual claims addressed separately.

C. Appellate Jurisdiction

1. Final Judgment Rule
a) Order Severing Manufacturer Defendant, Transferring that Action, and Staying Remaining Claims Against Customers is Not a Final Appealable Order [image: image679.png]
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In Spread Spectrum Screening LLC v. Eastman Kodak Co.,
 Spread Spectrum Screen (“S3”) filed suit in the Northern District of Illinois against Kodak and four of Kodak’s customers alleging infringement of S3’s patent drawn to a digital screening mask used in half-tone printing.  The district court granted Kodak’s motion to (1) sever the claims against Kodak from those against the other defendants; (2) stay the action against the Kodak customers in Illinois; and (3) transfer the case against Kodak to the Western District of New York.  The Federal Circuit concluded that it did not have jurisdiction, and dismissed the appeal.

S3 contended that the Federal Circuit had jurisdiction on three grounds: (1) the stay was appealable as a final order under § 1295, (2) jurisdiction was proper under the customer suit exception to the first-to-file rule per Kahn v. General Motors Corp.,
 and (3) the stay effectively operated as an injunction.  The Federal Circuit disagreed.

On the first ground, S3 argued that the district court’s order was final because: (1) it put S3 effectively “out of federal court”; and (2) under the Supreme Court’s decision in Gillespie v. United States Steel Corp.,
 it was “practically final.”
A stay order is appealable if it puts the plaintiff “effectively out of court” per the Supreme Court’s decision in Moses H. Cone Mem’l Hosp. v. Mercury Constr. Corp.,
 which involved an order staying federal court litigation until resolution of state court litigation that would potentially have res judicata effect.  S3 argued that the stay “is indefinite because it will remain in limbo for an indeterminable and substantial period of years.”  S3 urged that the Western District of New York had a median time to trial of 5 years, and the district court had further ordered a stay pending a reexamination which would extend the time to trial even further.  The Federal Circuit disagreed that S3 was “effectively out of court.”  Kodak argued that Moses “only apply where a stay surrenders federal court jurisdiction to a state court or administrative body.”  The Federal Circuit agreed.  Here the stay did not have the effect of surrendering jurisdiction to a state court or administrative body.

The Federal Circuit further rejected S3’s contention that the order was “practically final” under the Supreme Court’s decision in Gillespie. The Federal Circuit concluded that Gillespie had been limited to its unique facts.
The Federal Circuit also rejected S3’s contention regarding Kahn.  The Federal Circuit explained that “[b]ecause Kodak did not file a separate declaratory judgment action against S3, we are not presented with a traditional first-to-file scenario, and the underlying policy considerations associated with a ‘race to the courthouse,’ such as deterring forum shopping, are not implicated. Notably, in deciding to stay the case against the Kodak Customers, the district court did not apply the customer suit exception, and instead relied on Seventh Circuit case law in finding the Kodak Customers ‘merely peripheral’ to the litigation against Kodak. * * * Given this posture, it is unclear that the customer suit exception to the first-to-file doctrine is even at issue.”
  The Federal Circuit further concluded that Kahn did not apply.

Lastly, the Federal Circuit disagreed that the stay was effectively an injunction, noting, inter alia, that under S3’s rationale, every stay would be appealable.

D. Appellate Practice

1. Court Imposes Sanction for Violation of Federal Circuit Rule 28(d) [image: image681.png]


 [image: image682.png]


 [image: image683.png]


 
The Federal Rules of Appellate Procedure have no specific rule on filing briefs containing confidentiality restrictions.  Federal Circuit Rule 28(d), however, provides:

(d) Brief Containing Material Subject to a Protective Order.

(1) Two Sets of Briefs. If a party refers in a brief to material subject to confidentiality mandated by statute or to a judicial or administrative protective order, two sets of briefs must be filed.

(A) Confidential set; labeling; number of copies. One set of briefs, consisting of the original and eleven copies, must be labeled “confidential” and filed with the court. If confidentiality will end on a date certain or upon the happening of an event, this must be stated on the cover, e.g., “CONFIDENTIAL UNTIL [DATE],” or “CONFIDENTIAL DURING JUDICIAL REVIEW.” Each page containing confidential material must enclose this material in brackets or indicate this material by highlighting.

(B) Nonconfidential set; labeling; number of copies. The second set of briefs, consisting of the original and four copies from which confidential matter has been deleted, must be labeled “nonconfidential” and filed with the court. Each page from which material subject to a protective order has been deleted must bear a legend so stating. The table of contents of a nonconfidential brief must describe the general nature of the confidential material that has been deleted.

(2) Service. Each party to the appeal must be served two copies of the nonconfidential brief and, when permitted by the applicable protective order, two copies of the confidential brief.

(3) Availability to the Public. The confidential briefs will be made available only to authorized court personnel and must not be made available to the public. After 5 years following the end of all proceedings in the court, the parties may be directed to show cause why confidential briefs (except those protected by statute) should not be made available to the public.

In In re Violation of Rule 28(d),
 the Federal Circuit imposed a sanction of $ 1,000 on counsel for filing briefs designating, inter alia, legal arguments and case citations as “confidential.”  The Federal Circuit, indeed, included an appendix giving examples of what it believed were portions of the briefs improperly designated “confidential.”

Sanofi-Aventis U.S. LLC sued Sun Pharmaceutical Industries, Ltd. and Caraco Pharmaceutical Laboratories, Ltd. (collectively “Sun”) and other generic pharmaceutical companies alleging infringement of Sanofi’s patent drawn to oxaliplatin, a drug used to treat colorectal cancer.  In 2009, Sanofi and Sun reached a settlement and negotiated a license agreement which set out a specific “Launch Date” on which Sun would be granted a non-exclusive license.  The license permitted Sun to market its generic drug prior to the Launch Date, but only if other generic manufacturers were also in the market.  However, the license further provided that Sun would stop selling if a court subsequently entered a decision enjoining other non-licensed (“at-risk”) products.  The settlement agreement further included a proposed consent judgment.

The district court shortly thereafter denied summary judgment of invalidity, but granted summary judgment of non-infringement.  Subsequently, Sanofi refused to deliver a fully executed version of the settlement agreement to Sun, and the consent judgment was never entered.

Other defendants launched “at risk” products, and Sun launched a version of the drug under the terms of the previously negotiated license.  Sanofi then reached settlements with the other defendants which included consent orders enjoining them from further sales until August 9, 2012.  

Sanofi then attempted to stop Sun’s further sales by requesting the court to enter a revised form of the original consent judgment including an injunction against further sales of the generic drug.  Sun objected urging that the consent judgment was inconsistent with the license.  The district court entered the revised form of the consent judgment.  Sun then appealed that revised consent judgment to the Federal Circuit.  The Federal Circuit issued a non-precedential opinion concluding that a portion of the license agreement was ambiguous.  The Federal Circuit vacated the consent judgment, and remanded the case to the district court.

In the Federal Circuit briefing, both parties had marked portions of the briefs discussing the license agreement and settlement agreement as “confidential.”  At oral argument, the Federal Circuit questioned whether those designations were appropriate under Federal Circuit Rule 28(d).  Sun then filed a motion to modify the protective order to remove the confidentiality designations.  The Federal Circuit granted the motion.

The Federal Circuit explained that “[a]t oral argument we did not suggest that marking the license and settlement agreements as confidential was itself sanctionable. But we raised the question of whether counsel for Sun had violated our rules by marking confidential those parts of its briefs that set forth Sun’s legal argument. Examples of the confidentiality markings contained in the brief submitted by Sun are included in an Addendum to this opinion. With few exceptions, the legal argument in Sun’s brief was entirely marked confidential.”

The Federal Circuit issued a show cause order, providing in part:

The brief submitted by Defendants-Appellants contains extensive confidentiality markings pertaining to case citations, direct quotations from published opinions of the cases cited, and legal argument, none of which appear to fall under the protective order entered by the district court. It thus appears that Defendants-Appellants marked material as confidential in violation of the rules of this court.

Accordingly,

IT IS ORDERED THAT:

Within 14 days of this order, Defendants-Appellants are ordered to show cause why this court should not impose sanctions for the violation of Federal Circuit Rule 28(d) due to the improper use of confidentiality markings.

In response, Sun argued:

Sun did not intend to be overzealous in designating material as confidential, but was concerned that citation to certain case law would have revealed to a reader key terms contained in, and facts about, the Settlement and License Agreements. * * * Absent designation of this material as confidential, Sun was concerned that the discussion of the case law and other authority itself would effectively divulge the terms of the agreements that had been filed under seal and were, therefore, governed by the Protective Order.

In essence, the Federal Circuit was not persuaded by Sun’s arguments.  The Federal Circuit wrote that “[t]hough it is impossible to define the exact contours of what may and may not be marked as confidential pursuant to Rule 28(d), it is clear that the parties must confine their confidentiality markings to information covered by a protective order. Here, the confidentiality markings in the brief of Defendants-Appellants went well beyond the scope of the protective order, which extended only to the agreements themselves, not to the nature of the dispute.”
  The Federal Circuit concluded that a $ 1,000 sanction was “appropriate.”
XXIII. PTO PRACTICE AND PROCEDURE
A. Board of Appeals

1. New Ground of Rejection

a) The Thrust of the Board’s Rejection Changes When It Finds Facts Not Found by the Examiner Regarding the Differences Between the Prior Art and the Claimed Invention [image: image684.png]


 
In In re Leithem,
 the Federal Circuit reversed the board’s affirmance of an examiner’s rejection for obviousness finding that the board had entered a new ground of rejection.

Leithem’s application was drawn to an improved diaper.  Prior art diapers used an absorbent core of dry shredded wood fiber pulp known as “fluff pulp” interposed between a water barrier sheet and a liquid permeable layer.  For absorption intensive products, such as baby diapers, the “fluff pulp” was frequently treated with a chemical cross-linking agent that increased the wet stiffness of the fluff pulp such that it retained its bulk and pore volume when wet, thus avoiding “web collapse.”

Leithem’s invention sought to avoid the cost of chemical pretreatment.  Leithem discovered that when wood pulp was extracted with a caustic substance at low temperature and was then dried and fluffed, the resulting fluff pulp had superior absorbency properties that did not require the extra step and expense of chemically cross-linking the fluff pulp.

Claim 104 called for:

104. An absorbent personal hygiene device comprising:

a layer that allows liquid to pass,

a water barrier sheet,

an absorbent core interposed between said layer and said sheet, the absorbent core containing at least about 25% of fluffed wood fiber pulp, wherein said fluffed wood fiber pulp comprises wood fiber pulp that has been cold caustic extracted and fluffed by mechanical action and is without chemical crosslinking.

The examiner rejected the claims as having been obvious over a patent to Pociluyko in view of a patent to Novak.  The examiner contended that Pociluyko disclosed a diaper meeting every element of claim 104 except that Pociluyko did not disclose using a fluff pulp that satisfied the cold caustic extraction limitation.  The examiner viewed Novak as disclosing cold caustic extraction of wood pulp and “a method of making fluff pulp.”  The examiner contended that “[i]t would have been obvious to one having ordinary skill in the art * * * to modify the invention of Pociluyko with a fluff pulp made by the method taught in Novak.”

At the board, Leithem urged that Novak did not teach that the pulp was fluffed, but rather taught the manufacture of wet laid paper.  Leithem argued that one of ordinary skill in the art would not have substituted a wet laid paper product for the dried fluff pulp in Pociluyko.  

The board agreed that Novak disclosed producing a wet laid paper product.  Nevertheless, the board concluded that the Novak product “may be fluffed for use in an absorbent core.”  The board reasoned that Novak’s goal was to produce a more absorbent paper.  The board then sustained the rejection.

Leithem petitioned the board for rehearing contending that the board had entered a new ground of rejection.  The board disagreed noting that the ground of rejection was the same, i.e., § 103 over Pociluyko and Novak.  The board further reasoned that the “thrust” of the rejection had not changed.

On appeal, the Federal Circuit reversed, finding that the board had entered a new ground of rejection.  The Federal Circuit noted that “[t]he Board need not recite and agree with the examiner’s rejection in haec verba to avoid issuing a new ground of rejection.”
  Rather “the ultimate criterion of whether a rejection is considered ‘new’ in a decision by the [B]oard is whether [applicants] have had fair opportunity to react to the thrust of the rejection.”
  The Federal Circuit added, though, that “[m]ere reliance on the same statutory basis and the same prior art references, alone, is insufficient to avoid making a new ground of rejection when the Board relies on new facts and rationales not previously raised to the applicant by the examiner.”

The Federal Circuit reasoned that “[t]he thrust of the Board’s rejection changes when, as here, it finds facts not found by the examiner regarding the differences between the prior art and the claimed invention, and these facts are the principal evidence upon which the Board’s rejection was based. * * * Accordingly, fairness dictates that the applicant, in this case Leithem, should be afforded an opportunity to respond to the Board’s new rejection.”

B. Appeals to the Board

1. New Ground of Rejection

a) Changing the Statutory Basis of a Prior Art Reference From § 102(b) to § 102(a), and Concluding That a Rule 131 Affidavit Failed to Antedate the Reference Constitutes a New Ground of Rejection: Board’s Failure to Identify the Same as a New Ground of Rejection Excuses Applicant From Seeking Rehearing or Remand to the Examiner [image: image685.png]> oo




In In re Stepan Co.,
 involving an appeal during a reexamination, the patent-on-appeal was drawn to certain polyol-based resin blends and the methods of using them to create closed-cell polyurethane and polyisocyanurate-based foam used in making thermal insulation boards for the walls of homes and buildings.
During reexamination, the examiner held that all claims of the patent-on-appeal were invalid as anticipated by, or obvious over, a “Singh” reference.  The cited statutory basis was § 102(b), namely a printed publication or patent published more than one year before the filing date of the application maturing into the patent-on-appeal.  The board, however, treated Singh as prior art under § 102(a), namely a printed publication “before the invention thereof by the applicant.”  The board also held that Stepan’s Rule 131 declaration was ineffective to remove Singh as a reference.

Note: The opinion does not explain why the board treated the Singh reference as one under § 102(a) as opposed to § 102(b).

In any event, the examiner had not addressed Singh as prior art under § 102(a), or the sufficiency of the Rule 131 declaration.  However, Stepan had argued the sufficiency of the Rule 131 Declaration to the board.

Stepan argued that the board’s decision constituted a new ground of rejection, and that it had been denied administrative due process.  The PTO urged that the board’s decision did not constitute a new ground of rejection because the thrust of the rejection was the same, i.e. obviousness.  The PTO further urged that Stepan had a fair opportunity to be heard because Stepan had in fact presented argument to the board in support of its Rule 131 declaration.  The PTO further argued that Stepan was required to seek reconsideration before the board, and because Stepan did not, Stepan could not argue that it was deprived of administrative due process.  The Federal Circuit agreed with Stepan.

As for whether the board’s action constituted a new ground of rejection, the Federal Circuit reasoned that “[b]y making and relying on new fact findings regarding an issue the examiner did not raise, i.e., the sufficiency of Stepan’s Declaration to swear behind the Singh reference as § 102(a) prior art, the Board relied on a new ground of rejection. * * * It is crucial that the examiner issue a rejection (even if that rejection is subsequently withdrawn) so the applicant is on notice that it is obligated to respond. Mere reliance by the Board on the same type of rejection or the same prior art references relied upon by the examiner, alone, is insufficient to avoid a new ground of rejection where it propounds new facts and rationales to advance a rejection—none of which were previously raised by the examiner.”

The Federal Circuit also rejected the argument that because Stepan had argued the sufficiency of the Rule 131 declaration before the board, there was no error:  “Here, the mere fortuity that Stepan addressed the validity of the Declaration on its own, without the issue being raised by the examiner, does not permit the Board to reject the Declaration as ineffective without designating its decision as a new ground of rejection.”

The Federal Circuit further rejected the argument that Stepan was obligated to seek reconsideration, even though the board had not designated its decision as a new ground of rejection.  The Federal Circuit reasoned:  “First, the PTO’s regulatory interpretation is due no deference in view of the agency’s statutory obligation under the Administrative Procedure Act (‘APA’) to provide prior notice to the applicant of all ‘matters of fact and law asserted’ prior to an appeal hearing before the Board. * * * Allowing the Board unfettered discretion to designate a new ground of rejection—when it relies upon facts or legal argument not advanced by the examiner—would frustrate the notice requirements of the APA.”

Second, the Federal Circuit reasoned, “the PTO’s argument that Stepan was obligated to request rehearing under § 41.50(b)(2) is contradicted by the plain text of the regulation, which states, ‘[w]hen the Board makes a new ground of rejection, the appellant, within two months from the date of the decision, must exercise one of the following two options . . . .’ * * * The first option is to reopen prosecution. * * * The second option is to request rehearing. * * * The appellant’s obligation to pursue either of these two options, however, triggers only after ‘the Board makes a new ground of rejection.’ * * * Here, the Board did not designate the new §§ 102(a)/103(a) rejection as a new ground of rejection. Thus, Stepan had no affirmative obligation to request a rehearing to ask that the Board designate its rejection as a new ground. Indeed, the PTO’s alternative argument is rebutted by the plain text of its own regulation.”

XXIV. INTERNATIONAL TRADE COMMISSION

A. Jurisdiction

1. Commission’s Statutory Authority Over “[u]nfair methods of competition and unfair acts in the importation of articles * * * into the United States” Under § 337(a)(1)(A) Extends to Conduct Occurring in China in the Course of a Trade Secret Investigation: Commisson Instructed to Apply General Principles of Trade Secret Law, Rather Than Trade Secret Law of a State [image: image686.png]- oy o> o




In TianRui Group Company Ltd. v. U.S. Int’l Trade Comm’n,
 the Federal Circuit affirmed the Commission’s issuance of a limited exclusion order for certain cast steel railroad wheels that were manufactured in China using trade secrets misappropriated in China, and where no domestic company produced such wheels in the U.S.

Amsted Industries Inc. was a domestic manufacturer of cast steel railroad wheels, and owned secret processes for manufacturing such wheels – the “ABC process” and the “Griffin process.”  Amsted previously used the ABC process at a foundry in Alabama, but switched to the Griffin process at its domestic foundries.  Amsted, however, licensed the ABC process to several companies having foundries in China.

TianRui Group manufactured cast steel railroad wheels in China.  TianRui sought a license from Amsted in 2005, but the parties could not agree on terms.  TianRui then hired nine employees from one of Amsted’s Chinese licensees, some of whom had been trained in the ABC process at Amsted’s Alabama foundry, and others had received training in that process from one of Amsted’s Chinese licensees.

Amsted’s Chinese licensee had notified its employees through an employee code of conduct that information concerning the ABC process was proprietary and confidential.  In addition, the employees had been advised that they had a duty not to disclose confidential information, and eight of the nine employees had written confidentiality agreements.

In the ITC proceedings, Amsted contended that the former employees had taken documents and information concerning the ABC process to TianRui, and thus had misappropriated Amsted’s trade secrets.

TianRui formed a joint venture, Barber TianRui Railway Supply, LLC, with Standard Car Truck Company (SCT), to market TianRui wheels to U.S. customers, and had imported such wheels into the U.S.  No company other than Amsted, SCT and Barber had sold or attempted to sell cast railway wheels in the U.S.

Amsted filed a complaint with the ITC alleging trade secret misappropriation, and a violation of § 337(a)(1)(A) prohibiting “[u]nfair methods of competition and unfair acts in the importation of articles * * * into the United States, * * * the threat or effect of which is * * * to destroy or substantially injure an industry in the United States.”

TianRui moved to terminate the proceedings urging that the alleged misappropriation occurred in China, and Congress had not intended for § 337 to be applied extraterritorially.  An ALJ denied the motion reasoning that § 337 focused on the nexus between the imported articles and the unfair methods of competition, rather than where the misappropriation occurred.

On the merits, the ALJ, while recognizing that the ITC had previously looked to general principles of tort and commercial law in investigations involving trade secret misappropriation, analyzed the alleged misappropriation under Illinois law because of a statement in Leggett & Platt, Inc. v. Hickory Springs Manufacturing Co.,
 that “[t]rade secret misappropriation is a matter of state law.”  The ALJ chose Illinois because Amsted, SCT and Barber all had their principal places of business in Illinois.

On the merits, the ALJ concluded that TianRui had misappropriated 128 trade secrets relating to the ABC process.  On appeal, there was no genuine dispute that TianRui had misappropriated those trade secrets.

TianRui, in addition to urging that the ITC had no authority to conduct the investigation, argued that Amsted did not satisfy the domestic industry requirement of § 337 because Amsted did not practice the ABC process in the U.S.  TianRui urged that there was no “domestic industry” that could be injured.

The ALJ rejected that argument concluding that it was not necessary that a domestic industry use the proprietary process, as long as misappropriation of the process caused injury to the complainant’s domestic industry.  The ALJ held that Amsted’s domestic industry would be injuryed by importation of TianRui wheels.

Amsted argued that the ITC had not applied § 337 extraterritorially reasoning that trade secrets were misappropriated in the U.S. as a matter of law when railway wheels made using those trade secrets were imported into the U.S. and sold to customers or disclosed to the Association of American Railroads for certification.  Amsted argued that Illinois law defined trade secret law misappropriation broadly to cover any unauthorized “use” of an article embodying a trade secret.  

The Federal Circuit rejected Amsted’s contention that Illinois law should apply.  The Federal Circuit held:  “The question of what law applies in a section 337 proceeding involving trade secrets is a matter of first impression for this court. We hold that a single federal standard, rather than the law of a particular state, should determine what constitutes a misappropriation of trade secrets sufficient to establish an ‘unfair method of competition’ under section 337.”
  The Federal Circuit acknowledged that in Leggett & Platt it had noted that trade secret misappropriation was a matter of state law, but also noted that the issue had arisen in that case under the court’s supplemental jurisdiction.  The Federal Circuit reasoned that “[b]ut where the question is whether particular conduct constitutes ‘unfair methods of competition’ and ‘unfair acts’ in importation, in violation of section 337, the issue is one of federal law and should be decided under a uniform federal standard, rather than by reference to a particular state’s tort law.”

The Federal Circuit commented:  “Fortunately, trade secret law varies little from state to state and is generally governed by widely recognized authorities such as the Restatement of Unfair Competition and the Uniform Trade Secrets Act. Moreover, the federal criminal statute governing theft of trade secrets bases its definition of trade secrets on the Uniform Trade Secrets Act, so there is no indication of congressional intent to depart from the general law in that regard. See 18 U.S.C. § 1839(3); H.R. Rep. No. 104-788, at 12 (1996), reprinted in 1996 U.S.C.C.A.N. 4021, 4031.”

Comment:  The “federal criminal statute governing theft of trade secrets” is the Economic Espionage Act of 1996.  18 U.S.C. §§ 1831 et seq.  That Act does not provide for private enforcement in a civil action.  Although it is true that the Act’s definition of a “trade secret” is similar to the definition in the Uniform Trade Secrets Act (UTSA), “trade secret law” exceeds beyond simply defining a “trade secret.”  For example, the UTSA also includes a statute of limitations.

Also, although the UTSA was published by the Uniform Law Commission (ULC) in 1979 and amended in 1985, as a proposed uniform act to be adopted by state legislatures, in fact, there are a number of differences between the acts actually adopted in individual states.  Also, not all states have adopted the UTSA.  Massachusetts, New Jersey, New York, and Texas have not adopted the UTSA, and North Carolina has a statute patterned after the UTSA, but strictly speaking is not the UTSA.

The Restatement (Third) of Unfair Competition (1995), chpt. 4, entitled “Appropriation of Trade Values,” addresses, inter alia, trade secret misappropriation, but has not been widely adopted, other than § 39 which contains a definition of a “trade secret.”

The Federal Circuit’s comment that “[f]ortunately, trade secret law varies little from state to state” is not entirely accurate.
On the issue of the Commission’s authority under § 337, the Federal Circuit, in a footnote, rejected Amsted’s argument that the ALJ had found that Amsted’s trade secrets had been misappropriated within the U.S.  The Federal Circuit noted that the ALJ had only “hinted” at domestic misappropriation for three of the 128 trade secrets.  The Federal Circuit commented:  “Because that finding relates to only three out of 128 trade secrets found to have been misappropriated, we do not affirm the exclusion order on that basis. Nor do we affirm the exclusion order on the ground that the evidence would have justified the administrative law judge in finding domestic misappropriation of all 128 trade secrets.”

The Federal Circuit also rejected Amsted’s argument concerning “use” of a trade secret:

Finally, we reject Amsted’s argument that TianRui’s marketing and certification efforts in this country qualified as acts of “use” of Amsted’s trade secrets (and thus constituted acts of misappropriation). That conduct may have exploited the earlier misappropriation, but it cannot reasonably be viewed as misappropriative conduct without regard to whether there has been a breach of a duty of confidentiality.

Rather, the Federal Circuit acknowledged that there was a presumption that Congress’ legislation was meant to apply only within the territorial jurisdiction of the United States, unless a contrary intent appeared.  However, the Federal Circuit panel majority concluded that presumption did not apply here for three reasons.

The first was that § 337 was directed at unfair methods of competition and unfair acts “in the importation of articles” into the United States.  Thus, the panel majority concluded, this was not a statute directed only to domestic concerns.  The Federal Circuit panel majority reasoned that:  “The focus of section 337 is on an inherently international transaction—importation. In that respect, section 337 is analogous to immigration statutes that bar the admission of an alien who has engaged in particular conduct or who makes false statements in connection with his entry into this country. * * * In such cases, the focus is not on punishing the conduct or the false statements, but on preventing the admission of the alien, so it is reasonable to assume that Congress was aware, and intended, that the statute would apply to conduct (or statements) that may have occurred abroad.”

The second reason was that “the Commission has not applied section 337 to sanction purely extraterritorial conduct; the foreign ‘unfair’ activity at issue in this case is relevant only to the extent that it results in the importation of goods into this country causing domestic injury. In light of the statute’s focus on the act of importation and the resulting domestic injury, the Commission’s order does not purport to regulate purely foreign conduct.”

Thirdly, the Federal Circuit panel majority found support in the legislative history of § 337 for permitting the ITC to consider conduct occurring abroad.  The panel majority noted that the 1914 Federal Trade Commission Act referred to “unfair methods of competition” rather than “unfair competition,” which had acquired a narrow meaning.  Congress had also used “unfair methods of competition” in the Tariff Act of 1922.  According to the panel majority, when Congress enacted the Tariff Act of 1930, section 316 of the 1922 Act became section 337 of the new Act with some modifications.  However, Congress continued to use “unfair methods of competition.”  The Federal Circuit panel majority reasoned that “it is fair to conclude that Congress contemplated that, in exercising its new authority over unfair competition, the Commission would consider conduct abroad in determining whether imports that were the products of, or otherwise related to, that conduct were unfairly competing in the domestic market.”

Circuit Judge Moore dissented urging:  “In this case, none of the acts which constitute misappropriation occurred in the United States. While TianRui is certainly not a sympathetic litigant – it poached employees to obtain confidential information – none of the unfair acts occurred in the United States and, as such, there is no violation of United States law which amounts to an unfair trade practice under the statute.”

B. Domestic Industry

1. Where Imported Cast Steel Wheels Compete Directly With Cast Steel Wheels Produced in the U.S. by Trade Secret Owner, Domestic Industry Requirement is Satisfied Even Though Misappropriated Trade Secret Process is Not Used in the U.S. by Trade Secret Owner [image: image687.png]- oy o> o




The background facts in TianRui Group Company Ltd. v. U.S. Int’l Trade Comm’n
 are discussed above.

TianRui’s second ground on appeal was the requirement in § 337 that the acts of unfair competition threaten “to destroy or substantially injure an industry in the United States.”  TianRui argued that in trade secret cases, the domestic industry must practice the trade secret that has been misappropriated before the ITC can grant relief.  TianRui urged that because Amsted had no domestic foundry practicing the ABC process, the imported cast steel wheels cannot be deemed to injure or threaten injury to any domestic industry.

The Federal Circuit panel majority disagreed.  The panel majority noted that § 337 contained different requirements for statutory intellectual property rights (i.e., patents, copyrights and registered trademarks) from other non-statutory unfair practices in importation (e.g., trade secret misappropriation).  The provisions that are applicable to statutory intellectual property rights, the panel majority noted, require that an industry relating to the protected article either exists or is in the process of being established, per § 337(a)(2).  On the other hand, for non-statutory intellectual property rights, “the general provision relating to unfair practices is not satisfied by evidence showing only that a domestic industry exists; it requires that the unfair practices threaten to ‘destroy or substantially injure’ a domestic industry. * * * On the other hand, there is no express requirement in the general provision that the domestic industry relate to the intellectual property involved in the investigation.”

TianRui relied on the legislative history of the Omnibus Trade and Competitiveness Act of 1988, urging that Congress had removed the injury requirement only for statutory intellectual property, but had retained the requirement that a domestic industry exists that relates to the asserted rights for all intellectual property, including trade secrets.  The Federal Circuit panel majority, however, disagreed with TianRui’s interpretation of the legislative history.

The panel majority concluded:  “In sum, we conclude that the Commission did not err in defining the domestic industry in this case. The parties submitted evidence indicating that the imported TianRui wheels could directly compete with wheels domestically produced by the trade secret owner. That type of competition, the Commission concluded, is sufficiently related to the investigation to constitute an injury to an ‘industry’ within the meaning of section 337(a)(1)(A). We hold that the Commission’s conclusion in that regard is based on a proper construction of the statute and that its factual analysis of the effect of TianRui’s imports on the domestic industry is supported by substantial evidence.”

2. Litigation Expenses May Be Considered in Determining Whether the Domestic Industry Requirement is Satisfied, But Only to the Extent Such Expenses Relate to Licensing: Practice Point – Time Sheets Should Reflect Time Spent on Settlement and Licensing [image: image688.png]-
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Under 19 U.S.C. § 1337(a)(2), it is unlawful to import articles that infringe a valid and enforceable United States patent, but only if a domestic industry “relating to the articles protected by the patent * * * exists or is in the process of being established.” The complainant can satisfy the domestic industry requirement in one of three ways prescribed by 19 U.S.C. § 1337(a)(3), which provides:

[A]n industry in the United States shall be considered to exist if there is in the United States, with respect to the articles protected by the patent, copyright, trademark, mask work, or design concerned—

(A) significant investment in plant and equipment;

(B) significant employment of labor or capital; or

(C) substantial investment in its exploitation, including engineering, research and development, or licensing.

In John Mezzalingua Associates, Inc. v. U.S. Int’l Trade Comm’n,
 John Mezzalingua Associates, Inc., d/b/a PPC, Inc., filed a complaint asserting that the importation, sale for importation, and sale after importation of certain coaxial cable connectors infringed four of PPC’s patents and therefore violated § 337.  Those four patents included 2 design patents and 2 utility patents.

This case involved one of the design patents having the following design:

[image: image689.emf]
With respect to the domestic industry requirement, PPC relied on subparagraph C, namely “substantial investment in its exploitation, including engineering, research and development, or licensing.”  The question was whether expenses PPC incurred in asserting and defending the validity of that patent constituted a “substantial investment in exploitation” of the design patent through licensing.

Over a strong and lengthy dissent by Circuit Judge Reyna, the Federal Circuit panel majority affirmed the Commission’s conclusion that the record did not support a conclusion that a substantial portion of the litigation expenses related to “licensing” and thus the domestic industry requirement had not been satisfied.

In 2004, a license was executed between PPC and Arris International, Inc. after two years of litigation.  PPC contended that the money spent during the litigation leading up to the 2004 license should be treated as an investment in licensing.

PPC had filed suit in 2001 in the Middle District of Florida alleging that Arris infringed the design patent-in-suit.  In 2002, a jury found the patent valid and infringed, and awarded PPC $ 1.35 million in damages, and the district court granted an injunction.

In 2001, PPC also filed suit against another party in the Florida litigation, but in the District of Colorado.  In 2003, PPC sued Arris in the Western District of Wisconsin asserting a related utility patent.  In the Wisconsin case, a jury found the utility patent valid and infringed.  In 2004, following the judgments in the Florida and Wisconsin actions, but before the Colorado action went to judgment, the parties settled, and that settlement included a license that included the subject design patent.

An ALJ concluded that at least some of the expenses incurred in the Florida action should be treated as an investment in licensing because a portion of those expenses were likely directed to settlement and licensing negotiations.  The ALJ did not address the Colorado or Wisconsin actions.

The Commission, however, reversed.  The Commission noted that “licensing” in § 337(a)(3)(C) included both “pre-litigation” licenses and licenses that were issued after litigation.  The Commission also acknowledged that in some cases enforcement-related expenses could support a finding that a domestic industry licensing industry existed.  However, the Commission held that here PPC had not satisfied its burden of showing that its litigation expenses relating to the design patent were related to licensing.

The Federal Circuit panel majority explained that the original Tariff Act of 1930 contained a domestic industry requirement, but did not explain how to establish the same.  The original Act also required a complainant to show that the unfair methods of competition caused injury to the domestic industry, and that the domestic industry was efficiently run.  In the Omnibus Trade and Competitiveness Act of 1988, Congress eliminated the last two requirements, and added what is now 19 U.S.C. § 1337(a)(3), which provides three different ways that a complainant can satisfy the domestic industry requirement.  House and Senate reports indicated that the ITC was already considering the first two, but believed that the ITC’s application of the domestic industry requirement had been too rigid.  Thus, Congress added the third.  But did not eliminate the domestic industry requirement entirely.

The underlying rationale is that the ITC is a “trade forum,” not an “intellectual property forum.”  Congress’ intent was that only those intellectual property owners who were “actively engaged in steps leading to the exploitation of the intellectual property” should have access to the Commission.

The Federal Circuit panel majority explained that “[i]n light of the purpose underlying the 1988 amendment to section 337, the Commission reasonably concluded that expenses associated with ordinary patent litigation should not automatically be considered a ‘substantial investment in * * * licensing,’ even if the lawsuit happens to culminate in a license. To support its conclusion, the Commission pointed out that ‘[a]llowing patent infringement litigation activities alone to constitute a domestic industry would place the bar for establishing a domestic industry so low as to effectively render it meaningless.’ ”

The Federal Circuit agreed with the Commission “that expenditures on patent litigation do not automatically constitute evidence of the existence of an industry in the United States established by substantial investment in the exploitation of a patent.” The panel majority therefore expressly disagreed with Circuit Judge Reyna’s contention in dissent that “patent infringement litigation is an investment in the exploitation of a patent” within the meaning of section 337(a)(3)(C).”  The panel majority noted that even PPC did not so contend.

The ALJ, after remand from the Commission, found that PPC had failed to show that its litigation expenses reflected a significant investment in licensing.  The ALJ noted that in the Florida action, there was no evidence that PPC had offered to license the patent to Arris before commencing litigation, no evidence that PPC had sent a cease and desist letter mentioning the possibility of a settlement, and no evidence that PPC had conducted either settlement or licensing negotiations during the lawsuit itself.  The Federal Circuit panel majority concluded that substantial evidence supported those findings.

The Federal Circuit panel majority specifically noted that the ALJ had examined PPC’s legal bills in all three cases and credited entries that had a work description related to “licensing” or “settlement” toward PPC’s investment in licensing.
Circuit Judge Reyna in dissent urged that “[t]he ITC’s interpretation of section 337(a)(3)(C) is unduly narrow, and is ‘manifestly contrary to the statute.’ * * * Congress did not enact language that limited the term ‘exploitation’ to activity only related to one of the named examples listed in the statute. Congress left the list open-ended to provide flexibility for what may be deemed to constitute exploitation, expressing that criteria other than the examples would appropriately qualify for consideration. * * * The ITC failed to articulate any reasonable basis in the legislative history—let alone an “extraordinary showing of contrary intentions”—to justify such a departure from the plain meaning of the statutory language. * * * The legislative history compels that ‘exploitation’ be read broadly in accordance with the statutory text. * * * The ITC’s construction artificially and arbitrarily narrowed the domestic industry requirement.”

C. Civil Penalties

1. ITC’s Authority to Issue Civil Penalties is Not Unconstitutional and Does Not Violate the Seventh Amendment [image: image690.png]-
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In Ninestar Technology Co., Ltd. v. U.S. Int’l Trade Comm’n,
 the Federal Circuit affirmed the ITC’s imposition of civil penalties of over $ 11 million, and imposed joint and several liability on the Chinese parent corporation, for violation of exclusion and cease and desist orders.

In the underlying action, the ITC found that certain ink printer cartridges manufactured in China by Ninestar Technology Co., Ltd. (Ninestar China), and imported through Ninestar China’s subsidiaries, Ninestar Technology Company, Ltd. (Ninestar U.S.) and Town Sky, Inc. (Town Sky), infringed certain patents owned or exclusively licensed by Epson America, Inc., Epson Portland Inc., and Seiko Epson Corporation.  The ITC issued a general exclusion order, limited exclusion orders, and cease and desist orders.  Those orders prohibited the importation and sale of infringing cartridges.

Ninestar U.S. and Town Ski, however, continued to import infringing ink cartridges.  In a subsequent enforcement action, the ALJ determined that Ninestar (collectively) was in violation of those orders, and levied a civil penalty under 19 U.S.C. § 1337(f)(2).  The ALJ found that the importation and sales were made in deliberate and knowing violation of the Commission’s orders, and levied the maximum statutory penalty of $ 100,000 per day.  The ALJ also included Ninestar China as having joint and several liability for the penalty along with the Ninestar United States subsidiaries.

The ITC reduced the penalty to $ 55,000 per day, finding that was commensurate with the sales violations and Epson’s lost sales.  The total amount of the penalty was $11,110,000, and the ITC commented that “should be sufficient to deter future violations by the Ninestar Respondents and others considering violating the Commission’s orders.”
The Federal Circuit found that the ITC had properly considered the factors summarized in San Huan Materials High Tech, Inc. v. U.S. Int’l Trade Comm’n,
 namely, “(1) the good or bad faith of the respondent; (2) any injury due to the infringement; (3) the respondent’s ability to pay the assessed penalty; (4) the extent to which the respondent benefitted from its violations; (5) the need to vindicate the authority of the Commission; and (6) the public interest,”
 and that the amount of the penalty was within the Commission’s authority.

The Federal Circuit further concluded that the ITC had properly included Ninestar China as having joint and several liability:  “The record contains substantial evidence to support the Commission’s finding that ‘Ninestar China knew of the cease and desist orders and was in a position to ensure compliance with the cease and desist orders, yet it continued to supply covered products to its subsidiaries rather than directing compliance with the orders.’ * * * The Commission’s assessment of joint and several liability of the three Ninestar entities is commensurate with the evidence of control, commercial relationships, monetary flow, and knowing violation of the Commission’s orders.”

Ninestar’s constitutional challenge was its argument that an administrative agency cannot be assigned authority to issue a punitive penalty for violation of an administrative order, and the statutory penalty was large enough to be considered criminal in nature requiring a jury trial.  The Federal Circuit disagreed.

Relying on Atlas Roofing Co. v. Occupational Safety & Health Review Commission,
 namely that “when Congress creates new statutory ‘public rights,’ it may assign their adjudication to an administrative agency with which a jury trial would be incompatible, without violating the Seventh Amendment’s injunction that jury trial is to be ‘preserved’ in ‘suits at common law.’ * * * This is the case even if the Seventh Amendment would have required a jury where the adjudication of those rights is assigned instead to a federal court of law instead of an administrative agency,” the Federal Circuit concluded that Congress had created the ITC proceedings as “a new cause of action, and remedies therefor, unknown to the common law, and placed their enforcement in a tribunal supplying speedy and expert resolutions of the issues involved. The Seventh Amendment is no bar to the creation of new rights or to their enforcement outside the regular courts of law.”

The Federal Circuit held that “Section 337 proceedings are integral to the control of un-fair competition in trade, and the provision of a civil penalty is within regulatory authority and is appropriately assigned to the administrative agency.”
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