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This paper summarizes recent judicial decisions. To condense this report and improve its readability, many statements made in these summaries have not been footnoted or placed in quotes and are not otherwise expressly attributed to the original decisions. With few exceptions, however, the views stated herein are those of the courts who wrote the decisions, and should not be attributed to the present contributors. Any view of a contributor expressed in a summary reflects only the present consideration and views of the contributor and should not be attributed to the AIPLA or any of its committees, the contributor's firm, employer, or past or present clients, to other contributors, or to the editors.
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I. TAFAS v. DOLL

Final Rules Promulgated by the USPTO Are Procedural, Not Substantive, and Deference Is Given to the USPTO to Determine Whether a Procedural Rule Is within Its Statutory Authority Unless the Rule Unambiguously Contradicts Congressional Intent                                                                                                                                            Tafas v. Doll, 559 F.3d 1345 (Fed. Cir. 2009)

Before:  Rader, Bryson, and Prost
Report Written by Ralph T. Webb

Summary

Upon review of a summary judgment of the district court that promulgated rules issued by the USPTO exceed the scope of the USPTO’s rulemaking authority, the Federal Circuit affirmed-in-part, vacated-in-part and remanded the case to the district court.  In particular, the Federal Circuit affirmed the district court’s finding that Final Rule 78, limiting the availability of continuation and continuation-in-part applications is invalid.  The Federal Circuit overturned the district court’s finding that Final Rule 114, which limits the availability of Requests for Continued Examination, is inconsistent with 35 U.S.C. § 132.  The Federal Circuit also overturned the district court’s finding that Rules 75 and 265, which require an examination support document when the number of claims in an application exceed a specified number, violate 35 U.S.C. §§ 102, 103, 112 and 131.

Background


On August 21, 2007, the U.S. Patent and Trademark Office (“USPTO”) issued a new rule package, Changes to Practice for Continued Examination Filings, Patent Applications Containing Patentably Indistinct Claims, and Examination of Claims in Patent Application, 72 Fed. Reg. 46716 (“Final Rules”).  Briefly, Final Rule 78 limits the availability of continuation and continuation-in-part applications beyond a specified number unless an applicants shows that an amendment, argument or evidence sought to be entered could not have been submitted during the prosecution of the prior-filed application.  Final Rule 114 provides a similar treatment for Requests for Continued Examination (RCEs).  Final Rule 75 requires that if an applicant submits claims that exceed a specified number, the applicant must submit an examination support document (“ESD”) according to Final Rule 265, which requires such an applicant to conduct a pre-examination prior art search, explain how each claim is patentable over the prior art, and show where each limitation of the claims is disclosed in the specification.  

Procedure

Triantafyllos Tafas and Smithkline Beecham Corporation, Smithkline Beecham PLC, and Glaxo Group Limited (“Tafas”) filed suit against the USPTO to block the Final Rules.  On October 31, 2007, the day before the Final Rules were to go into effect, the district court issued a preliminary injunction to prevent enforcement of the Final Rules.  Subsequently, the district court, on summary judgment motions of Tafas, granted a permanent injunction against enforcement of the Final Rules, agreeing with Tafas that the Final Rules are substantive rules that change existing law and alter the rights of applicants under the Patent Act and therefore exceed the authority of the USPTO.  The USPTO appealed to the Federal Circuit

Discussion


To establish an analytical framework for its decision, the Federal Circuit agreed with the district court that the Patent Act (specifically, 35 U.S.C. § 2(b)(2)) does not vest the USPTO with any general substantive rulemaking power, but reiterated that the USPTO does have the authority under 35 U.S.C. § 2(b)(2) to promulgate procedural rules.  The Federal Circuit stated that in the promulgation of procedural rules, the USPTO’s interpretation of its rulemaking authority is entitled to deference under the analysis set forth in Chevron U.S.A., Inc. v. Natural Resources Defense Council, Inc.

In determining whether the Final Rules are substantive or procedural, the Federal Circuit followed an approach taken by the D.C. Circuit in JEM Broad. Co. v. FCC.  Specifically, the Federal Circuit considered whether the Final Rules would “foreclose effective opportunity” to present patent applications for examination or whether the Final Rules would merely affect the timing of and materials that must be submitted with patent applications. 


Regarding Final Rules 78 and 114, relating to continuation applications and RCEs, the Federal Circuit noted under these rules, an applicant can pursue continuations and RCEs in excess of the specified number if the applicant is able to show that the amendment, argument or evidence sought to be entered could not have been submitted during the prosecution of the prior-filed application.  The Federal Circuit viewed these rules as being more in the nature of imposing a timing requirement rather than a substantive burden that forecloses an applicant from obtaining patent rights.  The Federal Circuit gave no weight to the fact that when the Final Rules were published, the USPTO, in published responses to questions raised during the notice and comment period, indicated that the USPTO would deny petitions for further continuations or RCEs in almost all circumstances.  The Federal Circuit stated that the USPTO and the courts were not bound by these statements and that the courts would be free to entertain challenges to the USPTO’s application of the Final Rules in particular circumstances.  Based on these considerations, the Federal Circuit decided that Final Rules 78 and 114 are procedural.

Regarding Final Rules 75 and 265, relating to the imposition of a requirement that an ESD be filed if the number of claims exceeds a specified limit, the Federal Circuit noted that once an ESD is submitted, examination of an application would proceed in the same manner as it would in the absence of the rule and that an examiner would still have the burden of establishing a prima facie case of unpatentability.  The Federal Circuit also noted that the court had recognized the validity of USPTO rules placing a burden upon applicants to submit information known to the applicant in response to an examiner’s request.  Noting that the Final Rules 75 and 265 require an applicant to conduct a search, rather than merely disclosing information already known to the applicant, the Federal Circuit stated that a procedural rule does not become substantive simply because it requires the applicant to exert more effort to comply, as long as the required effort is not so great as to foreclose the possibility of compliance.  The Federal Circuit stated that judicial review would be available if the USPTO applied the rules in such a way as to make compliance impossible.  Regarding the concern that the ESD requirement would open an applicant to inequitable conduct allegations, the Federal Circuit stated that this concern was speculative and does not relate directly to the question of whether the USPTO has rulemaking authority.  As to the concern that the ESD requirement would give rise to prosecution history estoppel, the Federal Court stated that the practice of applicants saying as little as possible during prosecution is a burden on the patent system and not a right to be invoked to invalidate the Final Rules.  Based on these considerations, the Federal Circuit decided that Final Rules 75 and 265 are procedural. 


Having decided that the Final Rules are procedural, the Federal Circuit held that the USPTO’s interpretation of its rulemaking authority is entitled to deference under the Chevron framework.  The Federal Circuit then looked at whether particular Final Rules are consistent with the Patent Act.  Regarding Final Rule 78, the Federal Circuit held that 35 U.S.C. § 120 specifically and unambiguously provides a right to file continuation applications as long as express requirements of the statute are met.  Therefore, the Federal Circuit determined that Final Rule 78 is invalid as attempting to impose an additional requirement.  Regarding Final Rules 114, 75 and 265, the Federal Circuit did not find unambiguous statutory language that would provide grounds to invalidate these rules.


In his concurring opinion, Judge Bryson agreed that Final Rule 78 is invalid, but suggested that a revised rule applying to serial continuations filed after an original application has issued or become abandoned might be acceptable.


In his dissenting opinion, Judge Rader agreed with the district court that the Final Rules are substantive and not procedural, noting that JEM further instructed that the difference between substantive and procedural is one of degree and that the court’s task is to determine if the substantive effects are sufficiently grave.  Judge Rader took the position that the Final Rules are not merely incidental inconveniences, but rather, drastically change existing law and alter an inventor’s rights and obligations under the Patent Act.  Therefore, Judge Rader agreed with the district court that the USPTO exceeded its statutory authority under 35 U.S.C. § 2(b)(2).
 

Conclusion


The Federal Circuit affirmed the district court’s grant of summary judgment with respect to the invalidity of Final Rule 78, vacated the grant of summary judgment with respect to Final Rules 75, 114 and 265, and remanded the case for further proceedings.  
II. CHEMICAL CASES
A. 
Hope for Patentees as Court Found Neither Obviousness Nor Inequitable Conduct                                                                                                                                      Eisai Co. v. Dr. Reddy’s Labs., 533 F.3d 1353 (Fed. Cir. 2008)
Before:  Rader, Linn, and Prost

Report Written by James E. Ruland

Summary


The Federal Circuit concurred with and seemingly deferred to the District Court’s findings in affirming a patent’s validity and enforceability. 

Discussion

Pre-Appeal Proceedings


Dr. Reddy’s and Teva (collectively hereinafter “Teva”) each filed Abbreviated New Drug Applications (ANDAs) to manufacture a generic version of Aciphex® before the expiration of U.S. Patent No. 5,045,552 (the ’552 patent) owned by Eisai.  The ’552 patent claims rabeprazole and its salts (collectively hereinafter “rabeprazole”).  A sodium salt of rabeprazole is the active ingredient in Aciphex® and is used to treat ulcers, heartburn, and associated disorders.

Eisai filed suit against Teva for patent infringement.  The court found the patent infringed, valid, and enforceable.  Teva appealed the judgment of validity and enforceability to the Federal Circuit.

Federal Circuit


Validity


Rabeprazole, lansoprazole, and omeprazole are compounds having a similar core group, namely a Brändström core structure.  Prior art presented at the District Court included disclosing lansoprazole and omeprazole.  Lansoprazole differs from rabeprazole only by a substituent of trifluoroethoxy instead of methoxypropoxy (see below structures).  In contrast, omeprazole is structurally farther afield from rabeprazole than is lansoprazole.

[image: image1.emf]

Teva asserted that due to the greater anti-ulcer action, lipophilicity, and low molecular weight, one of skill in the art would consider lansoprazole a lead compound for searching for anti-ulcer drugs.  However, the Federal Circuit held that a post-KSR (KSR Int’l v. Teleflex Inc., 127 S. Ct. 1727 (2007)) analysis of obviousness generally begins with a reasoned identification of a lead compound.  In this case, the assertion that lansoprazole would be the lead compound was unsupported.  Moreover, the record contains no reason for a skilled artisan for modifying lansoprazole by removing the lipophilicity-conferring fluorinated substituent as a predictable solution.  Thus, the Federal Circuit concluded that the record did not support a case of obviousness.



Enforceability


Teva asserted five grounds of unenforceability by inequitable conduct by the patentee, namely:

1) failing to disclose a co-pending application;

2) failing to disclose rejections from that application;

3) failing to disclose prior art;

4) submitting a misleading declaration; and

5) concealing lansoprazole from the Examiner.


In each instance, the Federal Circuit agreed with the District Court’s findings of low materiality and/or no deceptive intent on the record.  In this case, the Federal Circuit deferred to the District Court’s findings.

Conclusion 


The Federal Circuit affirms the district court’s judgment of validity and enforceability.

B.
Priority Determination of Two-Region Dishwasher Detergent Tablet Supported by Invention Record and Testimony of Inventor                                                                                                                                                      Henkel Corp. v. Procter & Gamble Co., 560 F.3d 1286 (Fed. Cir. 2009)
Before:  Linn, Prost, Moore
Report Written by James Lindon

Summary
Henkel appealed from a final decision of the Board of Patent Appeals and Interferences which awarded priority of invention to Procter & Gamble.  The CAFC affirmed.  

Invention
This case involves U.S. Patent No. 6,399,564 owned by Procter & Gamble, which is directed to a two-region dishwasher detergent tablet, having a compressed portion and a non-compressed portion.

Procedure

The present appeal to the CAFC arises from an interference proceeding where Procter & Gamble prevailed.  The case follows a previous appeal (Henkel I), where the CAFC rejected the Board’s overly restrictive interpretation.  In Henkel I, the CAFC ruled that reduction to practice of the limitation requiring the compressed portion of the tablet “dissolves at a faster rate than said non-compressed portion” only required an appreciation by the inventors that the dissolution rate of the compressed region must be greater than the other region.

Discussion
Whether an invention has been reduced to practice is a question of law based on underlying facts, reviewed de novo, with its underlying factual findings reviewed for substantial evidence.  The Board made a factual determination that P&G inventors appreciated by February 1997 the limitation in the count requiring that the compressed region of the tablet dissolve at a greater rate than the non-compressed region. 

In order to establish an actual reduction to practice, the inventor must prove that: (1) he constructed an embodiment or performed a process that met all the limitations of the interference count; and (2) he determined that the invention would work for its intended purpose.  The inventor must also contemporaneously appreciate that the embodiment worked and that it met all the limitations of the interference count.

The Board and the CAFC relied on the invention record and the testimony of the inventor.  The CAFC noted that the interpretation of the record was a very close call, and could reasonably go either way.  It ultimately determined that the Board’s interpretation was supported by substantial evidence. 
C.
Charges of Fraud Based on Allegations and Facts That Were Offered and Argued at Trial Were Insufficient to Meet the Rigorous Proof Required to Set Aside a Judgment for Fraud upon the Court                                                                                                                                                      Apotex Corp. v. Merck & Co., 507 F.3d 1357 (Fed. Cir. 2007)
Before:  Newman, Rader, and Prost
Report Written by Shelley Storer

Summary

The U.S. District Court for the Northern District of Illinois found, and the Federal Circuit affirmed, that Apotex’s patents related to a process of manufacturing a pharmaceutical composition were invalid under 35 U.S.C. §102(g) on the ground that the process had been invented and used by Merck before Apotex made the invention in the Apotex patents.  More than a year later, Apotex alleged that the district court’s ruling and the court’s affirmed judgment were obtained by fraud and requested the district court to set aside the judgment pursuant to rule 60(b).  The district court denied the motion, and the court affirmed.  The burden of proof sufficient to support a motion to set aside a judgment for fraud upon the court is rigorous and typically limited to egregious events such as bribery of a judge or juror or improper influence exerted on the court, affecting the integrity or impartiality of the court.  Apotex’s reliance on allegations and facts that were offered and argued at trial was insufficient to meet the burden.  

Invention

Apotex owned U.S. Patent Nos. 5,573,780 and 5,690,962.  The '780 patent is directed to a process of manufacture of a pharmaceutical solid composition comprising enalapril sodium.

Procedure

Previously, the Federal Circuit had affirmed the district court ruling that the Apotex patents were invalid under 35 U.S.C. § 102(g) on the ground that the process had been invented and used by Merck before Apotex made the invention.


More than one year later, Apotex returned to the district court charging that the earlier district court ruling and the court’s affirmed judgment were obtained by fraud and requested the court to set aside the judgment pursuant to Federal Rule of Civil Procedure 60(b).  Fraud upon the court requires a material subversion of the legal process, which requires rigorous proof.  Fraud upon the court is typically limited to egregious acts such as bribery of a judge or juror or improper influence on the court affecting the integrity or impartiality of the court.  The Seventh Circuit has ruled that the district court’s decision on whether to grant relief under rule 60(b) is committed to the discretion of the court.

Discussion

The court gave substantial deference to the district court and reviewed the district court’s analysis of the allegations.  The district court divided the allegations into 3 groups of allegedly fraudulent statements that Merck was accused of making in the earlier litigation:  (1) Merck’s statements that it had publicly disclosed its entire process before the Apotex invention; (2) Merck’s statements that its process could be reverse-engineered from the details that were disclosed; and (3) Merck’s statements that it did not suppress or conceal the process.  The district court found that these statements did not constitute fraud.  Apotex had the opportunity to challenge Merck’s position in the earlier litigation and did so.


The court found that no error was shown in the district court’s analysis and conclusions.  The court highlighted evidence presented at trial and noted that other aspects raised by Apotex relate to issues that were tried in 2000 and decided in the earlier litigation and then affirmed.

The court held that the district court correctly ruled that evidence that was adduced and argument presented at trial does not establish corruption of the judicial process.  The court affirmed the district court’s denial of Apotex’s motion to set aside judgment of the earlier litigation.  

Conclusion

The court affirmed the district court’s denial of Apotex’s motion to set aside the judgment in earlier litigation for fraud upon the court because no error was shown in the district court’s analysis that the evidence at trial was sufficient to support the finding that Apotex’s patents were invalid under 35 U.S.C. § 102(g) on the ground that the process had been invented and used by Merck before Apotex made the invention.  And Apotex had the opportunity to challenge Merck’s position in the earlier litigation and did so.   More specifically, the allegations and facts related to the alleged fraud were addressed in the earlier litigation and were insufficient to meet the rigorous burden to show fraud upon the court. 
D.
An Obviousness Analysis Requires the Consideration of the Details of a Prior Art Disclosure, While Secondary Considerations Must Not Be Overlooked                                                                                                                      Süd-Chemie, Inc. v. Multisorb Technologies, Inc., 554 F.3d 1001 (Fed. Cir. 2009)
Before: Rader, Friedman, Bryson 
Report Written by Bryant L. Young

Summary


The Federal Circuit reversed and remanded the district court’s granting of summary judgment that the claims of U.S. Patent No. 5,743,942 (“the ‘942 patent”) were invalid for obviousness.    

Invention


Süd-Chemie, Inc. (“Süd-Chemie”) is the owner of the ‘942 patent, which relates to a desiccant container made from a water-vapor-permeable, multilayered packaging material.  Independent claim 1 of the ‘942 patent recites a desiccant container comprising a desiccant material surrounded by a laminated, water vapor permeable desiccant packaging material.  The packaging material includes two films, i.e., a microporous film and a laminate film.  The two films are heat-sealed to each other around the edges to form a closed container for the desiccant material that is placed within.  The ‘942 patent recites that when they are sealed together with a heat sealer, uncoated but compatible film materials form stronger seals than adhesive-coated films, which solves a leakage problem of other prior art desiccant packages.

Procedure

Süd-Chemie filed an infringement suit against Multisorb, a manufacturer and seller of TranSorb desiccant bags, for infringement of the ‘942 patent in the U.S. District Court for the Western District of Kentucky.  The district court issued an order construing the disputed terms of claim 1.  Thereafter, the parties filed cross-motions for summary judgment on the issues of infringement and validity.  The district court concluded that “‘the Komatsu patent taught the same container as the ‘942 patent, with the exception of the absorbent material disposed between the layers.’  According to the district court, the ‘942 patent simply substituted a desiccant material for an oxygen-absorbing material,” which “would have been obvious to a person of skill in the art of atmospheric packaging” (citing KSR International Co. v. Teleflex Inc., 550 U.S. 398, 127 S.Ct. 1727 (2007) as the basis for its obviousness analysis).  Therefore, the district court granted summary judgment that the ‘942 patent was invalid for obviousness in view of U.S. Patent No. 4,487,791 (“Komatsu”).  Süd-Chemie appealed the district court’s decision.

Discussion

An issue on appeal was whether the district court erred in concluding that the Komatsu patent taught all of the limitations of the ‘942 patent.  Specifically, Süd-Chemie contended that Komatsu failed to teach three of the limitations pertaining to the desiccant container recited in claim 1 the ‘942 patent, which include: “(1) the use of uncoated microporous and laminated films; (2) the water-vapor-permeable character of the packaging materials; and (3) the use of “compatible” polymeric materials (as that term is defined in the specification of the ‘942 patent) on the inner surfaces of the microporous film and the laminated film.”  The Federal Circuit agreed with Multisorb that Komatsu describes the first two limitations, but that the “evidence before the district court does not support the court's conclusion that Komatsu discloses the use of compatible polymeric materials.”

According to the Federal Circuit, “in concluding that Komatsu teaches the use of compatible polymeric materials, the district court failed to acknowledge that the specified classes of materials comprise a large number of substances with quite different properties, and that various combinations of those materials can be compatible or incompatible depending on how they are assembled in layers to form the container.”  The Federal Circuit also pointed out that “the district court looked only to the classes of materials described in the patents and did not examine the softening points of the materials,” which should have been addressed in the obviousness inquiry.

Another issue on appeal was whether the district court had addressed any secondary considerations presented by Süd-Chemie.  Specifically, Süd-Chemie contended that “secondary considerations, including unexpected results, copying, and commercial success indicate that the invention of the ‘942 patent would not have been obvious to a person of skill in the art.”  The Federal Circuit determined that “the district court did not explicitly address any of the secondary consideration evidence, other than to state that the ‘942 patent did not employ elements that worked together in an unexpected manner.”  Therefore, the Federal Circuit explained that “evidence relating to secondary considerations ‘constitutes independent evidence of nonobviousness’ and can be quite instructive in the obviousness inquiry” (citing Ortho-McNeil Pharm., Inc. v. Mylan Labs., Inc., 520 F.3d 1358, 1365 (Fed.Cir.2008)).  The Federal Circuit also warned that “the district court should therefore attend carefully to any evidence of these secondary considerations of nonobviousness on remand” (citing Ruiz v. A.B. Chance Co., 234 F.3d 654, 667 (Fed.Cir.2000) (district court erred in failing to consider or discuss evidence of secondary considerations)).  However, the Federal Circuit cautioned that evidence of unexpected results and other secondary considerations will not necessarily overcome a strong prima facie showing of obviousness.

Conclusion

The Federal Circuit concluded that the district court erred in granting summary judgment, and remanded the case to the district court for further proceedings.
E.
Time Frame for Determining Whether a First-Filed Product and Later-Filed Process Are Patentably Distinct Is at the Filing Date of the Later-Filed Process Application                                                                                                                             Takeda Pharmaceutical Co., Ltd. v. Doll., 561 F.3d 1372 (Fed. Cir. 2009) 

Before: Rader, Schall and Moore

Report Written by Andrew B. Freistein

Summary


The Federal Circuit held that the relevant time frame for determining whether a product and process are “patentably distinct” in a double patenting determination should be at the filing date of the secondary application, and thus vacated and remanded the district court’s holding that later developments in the art may be used for making the patentably distinct determination.

Invention


Takeda Pharmaceutical Co., Ltd. (Takeda) owns several patents claiming cephem compounds, including U.S. Patent No. 4,098,088 (the ’888 product patent) and its divisional, U.S. Patent No. 4,298,606 (the ’606 product patent), and Takeda owns a patent on the process for making the cephem compounds, U.S. Patent No. 5,583,216 (the ’216 process patent).

Procedure

The ’888 product patent application (the primary application) was filed on December 19, 1975, and the ’606 product patent application was filed on August 28, 1979.  The ’216 process patent application (the secondary application) was filed on January 8, 1990.  The ’216 process patent issued on December 10, 1996, and claimed the sole process known and disclosed in the Japanese priority application.

In 1998, the PTO received two anonymous requests for reexamination of the ’216 process patent, each asserting that the ’216 process patent was invalid for “obviousness-type” double patenting in view of Takeda’s prior patents, as well as other prior art.  Although Takeda presented a declaration disclosing an alternative process for making the cephem compounds, the examiner rejected the ’216 process patent claims as not patentably distinct from the ’606 product patent claims.  Takeda appealed the rejection to the Board of Patent Appeals and Interferences, and the Board upheld the double patenting rejection.  

Takeda challenged the Board’s decision in the District Court for the District of Columbia, and presented a second declaration evidencing that the process disclosed in two other unrelated U.S. patents provided a viable, non-infringing alternative process for making the cephem compounds claimed in the ’606 product patent.  The district court found that “subsequent developments in the art [are relevant to] determining whether alternative processes exist” when weighing patentable distinctions for double patenting, and thus held that the product and process claims are patentably distinct.  Accordingly, the district court granted Takeda’s motion for summary judgment that it was entitled to a reexamination certificate, and denied the PTO’s motion for summary judgment.  The PTO appealed the district court’s decision to the Federal Circuit.

Discussion


The Federal Circuit indicated that the novel legal question was whether later-developed alternative processes are relevant in the product-process patentably distinct inquiry.  The PTO argued that the date of invention governs the relevance of products and processes in the double patenting context, because other issues relating to patentability are judged from the date of invention.  In the alternative, the PTO submitted that alternative processes must at least appear before the issuance of the primary application (i.e, before the issuance of the ’606 product patent).  

On the other hand, Takeda relied on a district court case (Phillips Petroleum Co. v. U.S. Steel Corp., 604 F. Supp. 555 (D. Del. 1985)) for the proposition that a court can look to processes developed after the date of invention for product-process double patenting situations.  The Phillips Court found that later-developed processes are relevant to the patentably distinct inquiry, and thus “decline[d] to conduct the double patenting analysis with blinders so as to avoid recognition or discourage disclosure of advances in process technology as a means of making a product patent.”


The Federal Circuit indicated that the PTO’s approach of the “date of invention” raises other substantive questions, such as whether the filing date is the “date of invention,” and whether the priority date must be perfected.  On the other hand, the Federal Circuit indicated that the district court’s “doing away with blinders” approach would allow an applicant to come forward with any evidence that its product and process are patentably distinct, even if the alternative process is developed decades after the filing dates of the product and process applications.  The Federal Circuit found that such an approach would provide the patentee with the best of both worlds: the applicant could use the filing date as a shield, enjoy the earlier priority date in order to avoid prior art, and rely on later-developed alternative processes as a sword to defeat double patenting challenges.


The Federal Circuit rejected both approaches, finding that the secondary application actually triggered the potential of an unjustified patent term extension, and held that the relevant time frame for determining whether a product and process are patentably distinct is at the filing date of the secondary application.  Therefore, Takeda could only rely on subsequent developments in the art to show a patentable distinction up to January 8, 1990, the filing date of the ’216 process patent application.


In decent, Judge Schall indicated that the inquiry should be tied to the invention date, because it is most commensurate with patent law as a whole and the policy goals relating to obviousness-type double patenting.

Conclusion

The Federal Circuit held that the relevant time frame for determining whether a product and process are patentably distinct should be at the filing date of the secondary application.  However, the court vacated and remanded the district court’s decision for further factual developments to determine the availability of materially distinct processes and the viability of those processes.

II.
BIOTECHNOLOGY Cases

A.
Claim to Isolated Nucleic Acid Molecule Encoding a Prior Art Protein Was Obvious – Application of KSR in a Biotechnology Setting                                                                                                                                                                        In re Kubin, 561 F.3d 1351 (Fed. Cir. 2009)
Before:  Rader, Friedman, Linn
Report Written by Craig Kaufman

Summary

The Federal Circuit affirmed the PTO’s rejection of claims to a nucleic acid sequence encoding a protein known as the Natural Killer Cell Activation Inducing Ligand (“NAIL”).  The Court found that the KSR decision had undermined the analysis of In re Deuel, where the Court had concluded that knowledge of a protein does not give one conception of the a particular DNA encoding it.  The Court concluded that here, where the protein was known, a commercial monoclonal antibody specific for NAIL was available, and there were teachings of conventional techniques to isolate and sequence the DNA, that a claim to the sequence would be obvious. 

Invention

The representative claim at issue was as follows:  

73.  An isolated nucleic acid molecule comprising a polynucelotide encoding a polypeptide at least 80% identical to amino acids 22-221 of SEQ ID NO:2, wherein the polypeptide binds CD48.

Procedure

The PTO had rejected the claims at issue under 35 U.S.C. § 103(a) as obvious, and under 35 U.S.C. § 112, as lacking adequate written description.  Because the Court affirmed the rejection on the grounds of obviousness, it did not reach the section 112 issues presented to the Board.  

Discussion

The key aspect of this case is the Federal Circuit’s effective repudiation In re Deuel, and its analysis of “obvious to try” in the context of a section 103 analysis.  The Court viewed Deuel as having been criticized by the Supreme Court in KSR, and thus applied KSR and its older case, In re O’Farrell, to resolve the question of obviousness.  In this context, the Court declined to create a KSR exception for biotechnology or other “unpredictable arts,” refusing to “customize its legal tests for specific scientific fields in ways that deem entire classes of prior art teachings irrelevant.”  Op. at 17.  


The record established that the prior art did not explicitly supply the amino acid sequence for NAIL, nor the DNA sequence encoding that polypeptide.  However, the combined teachings of Valiante and Sambrook, which taught a protein identical to NAIL, a commercially available monoclonal antibody specific to NAIL, and specific instructions for obtaining the DNA sequence for NAIL, provided a person skilled in the art the motivation to seek the sequence of the DNA, and every expectation of success.  The precise sequence of the protein and the DNA encoding it, while “some minor advance in the art,” were not worthy of patent protection.  The Court concluded that the resulting invention was not the product of innovation, but rather of ordinary skill and common sense.  In light of that fact, the claims were held to have been obvious. 


The Court makes a few useful observations about the nature of the obviousness analysis, in an “obvious to try” context:

· Where the party asserting unpatentability merely throws metaphorical darts at a board filled with combinatorial prior art possibilities, courts should not succumb to hindsight claims of obviousness.”  Op. at 14.  

· Where the prior art gives only “general guidance” in exploring a new technology, the claimed invention is likely not obvious.    Id.
· In contrast, where “a skilled artisan merely pursues ‘known options’ from a ‘finite number of identified, predictable solutions,’ obviousness under § 103 arises.”

B.
While Prophetic Examples Can Be Sufficient to Satisfy the Written Description Requirement, the Mere Mention of a Desired Outcome Is Insufficient without also Describing a Suggestive Link between the Example and the Outcome                                                                                                                                                                                  Ariad Pharmaceuticals, Inc. v. Eli Lilly and Co., 560 F.3d 1366 (Fed. Cir. 2009)
Before:  Linn, Prost, and Moore
Report Written by Joshua B. Goldberg

Summary

The written description requirement of 35 U.S.C. § 112, first paragraph, was affirmed to exist separate and apart from the enablement requirement.  This separate written description requirement was held to not be satisfied where the specification did not show that the inventor possessed the claimed methods by failing to sufficiently disclose molecules capable of achieving the desired “reducing” of activity.  While prophetic examples can be sufficient to satisfy the written description requirement, the “mere mention of a desired outcome” is insufficient without also describing a “suggestive link” between the example and the outcome.  The specification, which merely hypothesized classes of molecules that are "potentially capable" of achieving a claimed change in biological activity, was insufficient to meet the written description requirement since the disclosure amounted to a "vague functional description and an invitation for further research."
Invention

A method for modifying effects of external influences that induce NF-κB-mediated intracellular signaling on a eukaryotic cell by altering NF-κB activity in the cells by reducing NF-κB activity in the cell by reducing binding of NF-κB to NF-κB recognition sites on genes which are transcriptionally regulated by NF-κB.

Procedure

A jury found that Eli Lilly’s (Lilly) drug Evista infringed claims 80 and 95 of U.S. Patent No. 6,410,516 (the ’516 patent), while  Lilly’s drug Xigris infringed claims 144 and 145 of the ’516 patent.  The jury also concluded the claims were not invalid for anticipation, lack of enablement, or lack of written description.  After unsuccessfully moving for judgment as a matter of law (JMOL), Lilly appealed the district court’s denial of its JMOL motion and the court’s ruling of no inequitable conduct.  

On appeal, the district court’s decision was reversed-in-part and affirmed-in-part by a three judge panel of the CAFC.  In particular, the CAFC disagreed with the district court and ruled that the ’516 patent was invalid for lack of written description, but agreed that there was no inequitable conduct.

Discussion

The opinion focused on whether or not the prophetic or constructive examples in the specification adequately “describe[d] the claimed subject matter in terms that establish that the applicant was in possession of the claimed invention, including all of the elements and limitations.”

The specification of the ’516 patent hypothesized three classes of molecules potentially capable of reducing NF-κB activity: (1) specific inhibitors; (2) dominantly interfering molecules; and (3) decoy molecules.  Addressing each of these classes of molecules in turn, the Court determined:

1) The only example of a specific inhibitor given in the specification was I-κB, as disclosed by Figure 43.  However, since Figure 43 was not disclosed until 1991, after the April 21, 1989 effective filing date of the ’516 patent, this was viewed as an insufficient written description of a method for reducing NF-κB activity using I-κB.

2) Since the specification provided no examples of dominantly interfering molecules, the Court concluded that the description of the dominantly interfering molecules “just represents a wish list, or arguably a plan” for future research.

3) Regarding decoy molecules, the Court agreed that the ’516 patent specification proposed example structures for decoy molecules.  However, since the only disclosure of the claimed methods using decoy molecules was in the form of prophetic examples, this was viewed as a “mere mention of a desired outcome,” with no descriptive link provided between the table of decoy molecules and reducing NF-κB activity.

Accordingly, the Court decided that, since the ’516 patent discloses no working or prophetic examples of methods that reduce NF-κB activity, and no completed synthesis of any of the molecules prophesized to be capable of reducing NF-κB activity, there was insufficient written description to support the “vast scope” of the generic claims.  As such, the Court concluded that the jury lacked substantial evidence for its verdict that the asserted claims were supported by adequate written description, and thus held the asserted claims invalid.

In a concurring opinion, Judge Linn indicated that he joined the court as the decision was supported by CAFC precedent.  However, Judge Linn wrote separately to emphasize his belief that 35 U.S.C. § 112, 1st paragraph does not contain a separate written description requirement.  Rather, Judge Linn continued to assert that this section requires no more of the specification than a disclosure that is sufficient to enable a person of ordinary skill in the art to make and use the invention.  Judge Linn instead focused on an un-addressed question, namely whether claims written broadly enough to cover any method for achieving a particular result can be enabled by unknown methods.
C.
It Is Not Necessarily Inconsistent for the USPTO to Subsequently Reject Claims as Invalid, which the Court Previously Held to Be Valid                                                                                                         In re Swanson, 540 F.3d 1368 (Fed Cir. 2008)
Before:  Lourie, Bryson, and Gajarsa
Report Written by Bernard P. Codd

Summary


The Federal Circuit affirmed the United States Patent and Trademark Office (USPTO) Board of Patent and Appeals decision that a patent could be subject to reexamination in view of a prior art reference that was previously considered by the Patent Office, District Court, and Federal Circuit.

Invention


Melvin Swanson and Patrick Guire obtained a patent, U.S. Patent No. 5,073,484 (the `484 patent), directed to a method of quantitatively analyzing small amounts of biological fluids, such as milk, blood, urine, or other solutions to detect the presence of a particular substance (the analyte).  The analyte reacts with a reactant in a reaction zone to form a ligand-antiligand binding pair.  A test solution is flowed along a flow path defined by a liquid permeable membrane and sequentially through one or more reaction zones.  The presence of an analyte is detected, wherein the number of zones in which detection occurs is related to the presence of analyte solution.  

Procedure


The application that matured into the `484 patent was filed by Swanson and Guire on February 23, 1983.  During the course of prosecution, the USPTO rejected independent claim 9, which was similar to issued claim 22, as obvious in view of a combination of references.  Dependent claims 10 and 11 were rejected under 35 U.S.C. § 103(a) as unpatentable over the same references as claim 9 and further in view of any one of several additional references including Deutsch et al. (Deutsch).  The claims were subsequently amended, and the `484 patent was granted.
Abbott Laboratories (Abbott), the exclusive licensee, sued Syntron Bioresearch (Syntron) for infringement of the `484 patent.  Syntron counterclaimed asserting that independent claim 22 was invalid in light of Deutsch.  The jury returned a special verdict finding that the asserted claims of the `484 patent were not infringed and that claim 22 was not invalid.  Abbott and Syntron both appealed.  On appeal, the Federal Circuit affirmed the jury verdict that Deutsch did not anticipate claim 22.  Following the appeal, Syntron filed a request for ex parte reexamination.  The USPTO granted the reexamination, and the examiner rejected claim 22 as anticipated by Deutsch.  The Board of Patent Appeals and Interferences (the Board) affirmed the examiner.  The Board reasoned that a substantial new question of patentability was raised because Deutsch was not cited in the original prosecution against the claims subsequently allowed and was not relied on by the examiner for the same reason it was now relied on.  Surmodics, Inc. (Surmodics), the assignee of the `484 patent, appealed the Board decision to the Federal Circuit.

Discussion

On appeal to the Federal Circuit, Surmodics argued the reexamination based on Deutsch was improper under 35 U.S.C. § 303(a) because Deutsch did not raise a substantial new question of patentability.  Because the district court had already considered whether Deutsch anticipated the claims of the `484 patent, Surmodics asserted the district court’s holding precluded the finding of a new question of patentability in view of Deutsch upon reexamination.  Surmodics maintained that the examiner’s consideration of Deutsch in the original prosecution of the `484 patent additionally precluded finding a substantial new question of patentability.  In addition, Surmodics argued that basing a reexamination on Deutsch after an Article III court found the claims to be valid in view of Deutsch violated the constitutional separation of powers.

The Federal Circuit noted that Congress amended the reexamination statute after the decision in In re Portola Packaging, Inc. to explicitly allow reexamination based on prior art previously considered by the USPTO, but the Court indicated that the scope of what constituted a “substantial new question of patentability” had not been evaluated since the statute was amended.  The Federal Circuit noted that that the statute recites, “previously cited by or to the Office or considered by the Office” (emphasis added by Court) and that the legislative history discusses prior consideration by the USPTO, but neither the statute nor legislative history addresses any consideration by the courts.  The Federal Circuit then reasoned that Congress was concerned only with the consideration of issues in prior USPTO examinations, not prior civil litigation when determining whether a substantial new question of patentability is raised.
The Court further explained that the burdens of proof were different in district court and the USPTO.  During reexamination, the examiner only has to show by a preponderance of evidence that a claim is invalid, whereas in court, invalidity has to be shown by clear and convincing evidence.  Because of the different burdens of proof the Federal Circuit concluded that it is not necessarily inconsistent for the USPTO to subsequently reject claims as invalid, which the court previously held to be valid.  Furthermore, the Court pointed out that the standards of review are different in court and in the USPTO.  For example, the examiner does not attack the validity of the patent and the examiner gives the claims the broadest reasonable interpretation in light of the specification.  In addition, Deutsch was cited as a secondary reference in an obviousness rejection in the original prosecution against claims that were not identical to the allowed claims, while in the reexamination, Deutsch was applied as an anticipatory reference.  Thus, the Court held that a substantial new question of patentability was properly raised, opining that “a substantial new question of patentability” refers to a question which has never been considered by the USPTO.  

As regards the separation of powers issue, the Federal Circuit explained that the district court held that Syntron had the burden of proving by clear and convincing evidence that the `484 patent was invalid and concluded that this burden was not met.  The Court explained that the examiner did not reverse this holding upon reexamination and find that Syntron met the burden of clear and convincing evidence, rather the examiner evaluated the claims of the `484 patent in light of the prior art and found there was a preponderance of evidence supporting invalidity.  Therefore, the two different decisions were not inconsistent.
D.
A Reference That Lists Every Fifteen-base Sense Oligodeoxynucleotide (More Than 1400 Sequences) in a Known Nucleic Acid Sequence Anticipates Claims to Specific Antisense Sequences Having Particular Properties                                                                                                                                                                           In re Gleave, 560 F.3d 1331 (Fed. Cir. 2009) 
Before:  Michel, Prost, and Moore 
Report Written by Eileen J. Ennis

Summary
The United States Patent and Trademark Office Board of Patent Appeals and Interferences (“the Board”) affirmed the Examiner’s rejection of composition of matter claims in U.S. Patent Application No. 10/346,493 under § 102(b)/103(a).  On appeal, the Court affirmed, finding that Applicant’s compositions were described in the enabling disclosure of PCT application 00/78341 Wraight et al. (“Wraight”).
Invention
Genes are particular segments of double-stranded deoxyribonucleic acid (“DNA”) that encode proteins by first being “transcribed” into messenger ribonucleic acid (“mRNA”), which is complementary to one strand of the DNA, and second being “translated” in the ribosome into a series of amino acids which form a single protein.  Antisense technology interrupts this process by employing short segments of single-stranded DNA (called oligodeoxynucleotides) that are complementary to the mRNA, and physically bind to the mRNA to prevent the mRNA from being translated into a protein.  “Bispecific,” oligodeoxynucleotides can bind to mRNAs transcribed from two distinct genes and prevent the formation of both proteins.

Applicant’s claims directed to antisense oligodeoxynucleotides were rejected over Wraight.  For example, Claim 1 recites:

[a] bispecific antisense oligodeoxynucleotide, wherein substantially all of the oligodeoxynucleotide is complementary to a portion of a gene encoding human IGFBP-2 and substantially all of the oligodeoxynucleotide is also complementary to a gene encoding human IGFBP-5, and wherein the oligodeoxynucleotide is of sufficient length to act as an antisense inhibitor of human IGFBP-2 and human IGFBP-5.

Claim 4 recites “[t]he antisense oligodeoxynucleotide according to claim 1, wherein the oligodeoxynucleotide consists essentially of a series of bases as set forth in any of Seq. ID. Nos. 3 through 7.”  Those sequences range from eighteen to twenty-two DNA bases in length.  During prosecution, Applicant elected a twenty-base oligodeoxynucleotide.

Wraight listes every fifteen-base-long sense oligodeoxynucleotide in the IGFBP-2 gene (including more than 1400 oligodeoxynucleotides), discloses that antisense oligonucleotides are preferably between fifteen and twenty-five bases in length, and states that some antisense oligonucleotides may be bispecific (i.e., capable of inhibiting “an IGFBP such as IGFBP-2 and/or IGFBP-3”).  In addition, Wraight states, “[a]ntisense oligonucleotides to IGFBP-2 may be selected from molecules capable of interacting with one or more” of the listed sense.

Discussion
The Court reviewed the Board’s factual determinations for substantial evidence, and the Board’s legal conclusions de novo.  The opinion begins with a discussion of the standard under § 102(b) for a reference to be anticipatory: (1) the reference must disclose each and every element of the claimed invention, either explicitly or inherently; and (2) the reference must be enabling with regard to the scope of the claims at issue.  
Applicant’s arguments were as follows.  First, Wraight neither describes any particular individual antisense species nor provides guidance to make particular selections from the long list of sequences.  Second, Wraight does not describe which of the targets would be useful, or what the properties of the related antisense would be.  Finally, Wraight does not show that any sequences in the list were actually made and tested.

In response to these arguments, the Court stressed that a reference need not disclose an independent use or utility to anticipate a claim under § 102.  Hence, there is no “use” requirement separate from any “make” requirement.  According to the Court, confusion arises in the context of method claims where “the ‘make’ requirement becomes, in effect, a ‘use’ requirement” because “[t]he only way one can show that a reference enables the method is to show that a person of ordinary skill would know how to use—in other words, to practice or to carry out—the method in light of the reference.”  Unlike method claims, composition claims do not require a particular activity.  Thus, the Court concluded that with regard to composition claims, a reference is only required to describe how to make the relevant composition in order to anticipate.  The Court, however, pointed out, that the composition need not have actually been made in order to satisfy the enablement requirement.

In addition to the arguments describe above, Applicant cited In re Wiggins to support a policy argument that the distinction between a list and a genus disclosure should be collapsed where the anticipatory disclosure is merely a small part of an exhaustive list.  That is, the list should be treated as a genus, which would not necessarily anticipate a species that is a member of the genus, because the list in effect provides no more disclosure to the public than a genus would.
The Court failed to recognize any situation in which a list should be treated as a genus and cited Eli Lilly & Co. v. Zenith Goldline Pharms., Inc., noting that the distinction between a list and a genus only collapses “when the class of compounds that falls within the genus is so limited that a person of ordinary skill in the art can ‘at once envisage each member of this limited class.’” Thus, in rare circumstances a genus may be treated as a list, but not vice versa. 

The Court went on to distinguish Wiggins because there, the listed compounds were theoretical and it was not clear that a person of ordinary skill in the art could have made the compounds at the time of the invention.  Here, the Court concluded that because Wraight lists every possible fifteen-base-long oligodeoxynucleotide sequence in IGFBP-2, and a “person of ordinary skill in the art equipped with an IGFBP sequence is capable of envisioning how to make any antisense sequence,” Applicant’s compositions are not novel.

E.
Non-Obviousness Based on Narrow Construction of Terms in Claims in view of Disclosure in the Specification                                                                                       Kinetic Concepts v. Blue Sky Medical Group, 554 F.3d 1010 (Fed. Cir. 2009)
Before:  Bryson, Dyk, and Prost

Report Written by Anne Brown
Summary and Procedure

Kinetic sued Blue Sky for infringement of U.S. 5,636,643 and 5,645,081.  Blue Sky alleged that the patents were invalid for obviousness.  The jury found the claims valid and infringed.  Blue Sky filed for JMOL on obviousness and, alternatively, for a new trial on claim construction and obviousness.  The district court denied the motion.  Blue Sky appealed.  The Federal Circuit affirmed the lower Court’s decision.

Invention

The invention is directed to healing surface (skin) wounds.  Negative suction, applied around the wound, promotes migration of cells from the subcutaneous and epithelial layers into the wound.  A screen over the wound prevents overgrowth  and scarring.  An illustrative claim reads, in pertinent part, as follows:  “A method for treating a wound comprising applying reduced pressure to the wound…and maintaining reduced pressure until the wound has progressed to a selected stage of healing.”  

Prior Art

Reference 1 disclosed draining a fistula (a hole in an organ) with suction applied to a tube in the fistula.  Reference 2 describes dressing a wound and applying suction at both ends of the dressing so that solution flows through the dressing and across the surface of the wound.  Reference 3 describes inserting a suction drain to a skin graft.  Reference 4 describes applying suction to drain infection from the inside of a mammary gland.  

 Discussion

Defendants argue that under a proper claim construction, no reasonable juror could have found that the prior art did not render the asserted patents invalid.  They allege several errors:  (1)  Failure to construe the term “wound” prevented the jury from properly assessing whether the prior art was within the scope of the claims; (2)   The district court erred by finding that substantial evidence supported the jury’s finding that the patents were not obvious; and (3)  The district court was required to conduct its own independent obviousness analysis and erred by simply reviewing the jury’s verdict for substantial evidence.

Kinetic argued that “draining fistula,” “irrigating wounds,” “immobilizing skin grafts,” and “draining bodily fluids” are not “treating a wound with negative pressure.”  Kinetic asserted that the correct construction is treating tissue damage to the surface of the body, including the epithelial and subcutaneous layers.  They noted that the specification exemplifies and discusses only wounds that occur on a skin surface and involve migration of cells from  the underlying epithelial and subcutaneous layers.  They argued that, under the Defendants’ construction, a wound would include such things as a ruptured appendix and stomach ulcer.  

Defendants argued that “treating a wound” means “giving medical care to an injury” or “giving medical care to (1) trauma to any of the tissues in the body or (2) a surgical incision.”  Defendants asserted that, under the plain and ordinary meaning of the term “wound,” each of the prior art references disclosed “treating a wound with negative pressure.”  The meaning of “wound” from Stedman’s Medical Dictionary is trauma to any of the tissues of the body. Ultimately, “treating a wound” was construed as “giving medical care to a wound.”  “Wound” itself was not construed.

The Court agreed at the outset that the term “wound” would not include the deep organ fistulae of Reference 1 and the infection pockets of Reference 4; to include these would expand the scope of the claims far beyond what was described in the specification.  It is improper to read the term to encompass a broader definition simply because it can be found in a dictionary.  They further concluded that failure to instruct the jury on the construction of “wound” was harmless because the jury’s verdict was supported under the proper construction.  Also, because there was no danger that the jury may have used a prejudicial construction of  “wound,” there was no need for a new trial. 

The Plaintiffs argued that Reference 1 was designed to drain effluent and draining fistulas is not healing of a wound.  The Court found that the testimony of the Plaintiffs was sufficient to allow the jury to reach the conclusion that Reference 1 did not “treat a wound with negative pressure.”  The Court reached the same conclusion regarding the remainder of the references.  Reference 2 teaches an irrigation device. As to Reference 3, the skin graft, not the negative pressure, treated the wound. Finally, Reference 4 discussed draining internal infection, and the only wound was an incision that does not heal until suction is removed.  Thus, Kinetic addressed all the references and provided the jury with a basis for determining that they did not teach or suggest treating a wound with negative pressure.  The Court, thus, concluded that this was sufficient to support the jury’s verdict of non-obviousness.

The Court then addressed the district court’s review of the jury’s verdict.  The Court stated that the Defendants’ obviousness argument relied heavily on the prior art references, the scope and content of which were factual questions to be determined by the jury.  They indicated that, as explained above, the Plaintiffs presented substantial evidence to support their interpretation and, therefore, the Court must assume that the jury found that the prior art does not disclose treating a wound with negative pressure.  The district court, therefore, did not err in simply reviewing the jury's verdict for substantial evidence.

Defendants alternatively sought a new trial because of alleged errors in jury instruction.  Essentially, they argued that a supervening change in the law resulted from KSR v. Teleflex.  Jury instructions were reviewed for plain error as to teaching, suggestion, or incentive to combine the prior art.  The Court stated that because substantial evidence supported the finding that all the prior art references do not treat wounds with negative pressure, the instruction on obviousness was probably not responsible for an incorrect verdict.  

Dissent by Judge Dyk

Judge Dyk argued as follows.  The district court’s failure to construe the term “wound” was clear error.  The specification did not define “wound” or provide examples of harm that would not qualify.  The definition of the term was central to the case.  The Court improperly imported limitations from the specification into the claims when there was no indication that the specific examples were intended to be limiting.  Moreover, the majority is incorrect that wounds are limited to treatment of surface wounds. The examples disclose wounds down to the bone, suggesting that other kinds of damage, including fistulae, would be within the definition of “wound.”  Therefore, the term should have been given its ordinary and customary meaning.    Under the correct construction of this term, the claims would have been obvious.  

III.
Medical Device Cases
A.
No Safe Harbor for Equipment When Used to Take Measurements for Regulatory Submissions                                                                                                                                           Proveris Scientific Corp. v. Innovasystems, Inc., 536 F.3d 1256 (Fed. Cir. 2008) 
Before: Schall, Bryson and Gajarsa

Report Written by Andrew B. Freistein

Summary


The Federal Circuit affirmed the district court’s holding that Innovasystems, Inc.’s (“Innova”) marketing and sale of Proveris Scientific Corp.’s (“Proveris”) patented device were not exempted from infringement by the safe harbor provision of the Hatch-Waxman Act.

Invention

Proveris owns U.S. Patent No. 6,785,400 (“the ’400 patent”).  The ’400 patent recites a system and apparatus for characterizing aerosol sprays commonly used in various drug delivery devices, such as nasal spray pumps and inhalers.  During drug research and development, spray characterization measurements are frequently used to calibrate drug delivery devices, and the characterization plays an important role in the regulatory approval process.  Although Food and Drug Administration (“FDA”) approval is required for inhaler-based drug delivery devices, the system and apparatus claimed in the ’400 patent were not themselves subject to FDA approval.

Procedure

Innova makes and sells the Optical Spray Analyzer (“OSA”).  The OSA itself is not subject to FDA approval, but is used in connection with FDA regulatory submissions.  Proveris sued Innova, alleging that the OSA infringed claims 1-10 and 13 of the ’400 patent.  As part of its defense, Innova invoked the safe harbor provision of the Hatch-Waxman Act, 35 U.S.C. 

§ 271(e)(1), and argued that any allegedly infringing activities were immunized because the OSA was used solely for the development and submission of information to the FDA.  The district court held that the safe harbor provision did not apply and, thus, Innova infringed the patent claims.  Innova appealed.

Discussion

The first issue was whether the safe harbor provision of the Hatch-Waxman Act immunized Innova’s OSA from patent infringement.  The Federal Circuit found that Congress enacted the Hatch-Waxman Act in order to eliminate two unintended distortions of the effective patent term resulting from the premarket approval required for certain products.  The first provision sought to eliminate de facto patent term reduction by providing a patent term extension for those patents claiming a “product” subject to regulatory delays caused by the FDA premarket approval process.  The second provision was to allow competitors to begin the regulatory approval process while the patent was still in force, followed by market entry immediately upon patent expiration.  The provisions were codified in 35 U.S.C. §§ 156 and 271(e)(1), respectively.


In Eli Lilly, the Supreme Court held that all of the products eligible for patent term extension under § 156(f) (e.g., drugs, medical devices, etc.) were subject to FDA premarket approval, and within the safe harbor provision.  On the other hand, Eli Lilly also held that products that were subject to premarket approval but were not eligible for patent term extension under § 156(f) (e.g., veterinary drugs), were excluded from the safe harbor provision.  The Supreme Court noted that interpreting the phrase “patented invention” in § 271(e)(1) to include all products listed in § 156(f) produced a “perfect ‘product’ fit” between the two provisions.


Innova argued that Congress wrote § 271(e) broadly and that it was not an act of infringement to sell a patented invention solely for uses reasonably related to the development and submission of information to the FDA.  On the other hand, Proveris reasoned that § 271(e)(1) only extended to the infringement of patents that claim “products” as that term is defined in § 156(f), and not to patents on equipment in a pharmaceutical laboratory that may be used for the development and submission of information to the FDA.


The Federal Circuit held that because Proveris’ patented product is not itself subject to a required FDA approval process under § 156(f), it is not eligible for the benefit of the patent term extension.  At the same time, because Innova’s OSA device is also not subject to a required FDA approval process, it does not qualify for the safe harbor protection afforded by § 271(e)(1).  Therefore, the Federal Circuit held that the district court did not err in holding that Innova’s marketing and sale of its OSA device were not exempt from infringement by the safe harbor provision.


The Federal Circuit also considered whether the district court erred in granting judgment as a matter of law (JMOL) of infringement of claims 3-10 and 13 of the ’400 patent.  Innova argued that the district court erred because a patentee bears the burden of proof with respect to infringement of every claim.  However, the Federal Circuit further held that the district court did not err, because the record showed that Innova conceded to infringement of claims 3-10 and 13, leaving only claims 1 and 2 for the jury to consider.


The Federal Circuit also considered whether the district court abused its discretion by limiting Innova’s expert testimony.  Innova sought to introduce the testimony of two experts: its president and a patent attorney.  The district court had excluded the testimony of the Innova’s president because he had not prepared or submitted an expert report, and had limited the patent attorney’s testimony to a discussion of the contents of the prosecution history and a discussion of spray plumes.


The Federal Circuit found that the subject matter of the ’400 patent is sufficiently complex to fall beyond the grasp of an ordinary layperson, and a written expert report was required of Innova’s president.  Additionally, the Federal Circuit held that the patent attorney’s testimony was properly limited because his expertise was not related to the subject matter of the ’400 patent.  Accordingly, the Federal Circuit found that the district court did not abuse its discretion in excluding and limiting, respectively, the witnesses from testifying as experts at trial.  

Conclusion

The Federal Circuit (1) affirmed the district court’s ruling that Innova’s marketing and sale of its OSA device were not exempt from infringement by the safe harbor provision of § 271(e)(1); (2) found no error by the district court in its grant of JMOL of infringement of claims 3-10 and 13 of the ’400 patent; and (3) found no abuse of discretion in the district court’s decision to exclude and limit, respectively, Innova’s expert testimony.
B.
Dismissal Without Prejudice of Allegations in a Complaint for Lack of Subject Matter Jurisdiction Reversed with Instructions to Dismiss with Prejudice                                                                                                                                        Cordis Corp. v. Boston Scientific Corp., 561 F.3d 1319 (Fed. Cir. 2009)


Before:  Mayer, Dyk, and Huff



Report Written by Keith R. Derrington
Summary


Cordis Corporation (“Cordis”) appeals and Boston Scientific and Scimed Life Systems, Inc. (“Boston Scientific”) cross appeal from a United States District Court judgment from the District of Delaware.  The Federal Circuit affirmed all rulings and verdicts from the trial court except the District Court's dismissal without prejudice and remanded with instructions to dismiss the claims with prejudice.
Invention

Cordis and Boston Scientific both own patents reciting intravascular stents, which are annular members insertable within blood vessels.  The stents are then expanded radially outward to buttress against the blood vessel inner walls.  Cordis owns U.S. Patent Nos. 5,895,406 and 4,739,762.  Boston Scientific owns U.S. Patent No. 5,922,021.  

Procedure

The '762 patent inventor drafted a paper describing work on his stents that he distributed during a presentation to physicians and colleagues.  Under an agreement the inventor later provided copies of the paper to two companies while attempting to commercialize his stent technology.  The agreement, however, did not require confidentiality.  In 1983 the inventor revised the paper that became the “1983 monograph,” and in that year he gave copies of both papers to a technician helping him to fabricate the stents.  The inventor also provided a copy of the 1983 monograph to a physician in San Antonio and a university in San Antonio as part of a research project.  The application for the '762 patent was filed in 1985.
Cordis filed suit against Boston Scientific alleging stents sold under the names Express, Taxus Express, Express Biliary, and Liberte infringed its '762 patent and '406 patent.  Boston Scientific counterclaimed against Cordis alleging their Cypher, BX Velocity, BX Sonic, and Genesis stents infringed Boston Scientific's '021 patent.  At trial, the jury decided Cordis infringed claim 36 of Boston Scientific's '021 patent under the doctrine of equivalents; the jury also concluded claim 36 was not invalid for obviousness.  A separate jury found Boston Scientific had literally infringed claim 23 of Cordis’s '762 patent and that Boston Scientific induced literal infringement of claim 1.  The district court ruled that claims 1 and 23 of the '762 patent were not invalid.

Discussion  


Cordis’s Appeal

Cordis asserted that through prosecution of the '021 patent, Boston Scientific disclaimed stents with a 180° degree out of phase pattern.  Cordis offered as evidence claim amendments made during prosecution in response to an anticipation rejection based on a European Patent application to Pinchasik.  While Pinchasik did disclose a stent with struts arranged in a 180° out of phase design, the examiner’s rejection did not mention the phase design.  Although Boston Scientific added a structurally distinguishing “wherein” clause, the wherein clause did not address out of phase designs.
The Federal Circuit found that Boston Scientific had not disclaimed stents with struts arranged in a 180° out of phase design.  To accept Cordis’s reasoning requires one to assume the examiner’s basis for allowing the claims, which the Federal Circuit refused to do.  The Federal Circuit noted that a disclaimer must be clear and unmistakable, and unclear prosecution history cannot be used to limit claims.  Moreover, the plain language of a claim cannot be overcome by unclear prosecution history.

In its appeal, Cordis further argued the jury vitiated "the corners" limitation of claim 36 in determining the BX Velocity stent infringed under the doctrine of equivalents.  The Federal Circuit acknowledged the doctrine of equivalents will not be applied if the accused device contains the "antithesis" of the claimed structure but applying the doctrine is proper if the particular limitation is still meaningful.
Boston Scientific's Cross Appeal

The Federal Circuit disagreed with Boston Scientific that the 1983 monograph was anticipatory prior art.  A document is publicly accessible if (1) it has been disseminated or otherwise made available to interested persons; and (2) those skilled, exercising reasonable diligence, can locate it and recognize and comprehend the essentials of the claimed inventions from the publication without the need of further research or experimentation.  In re Wyer.  A document is accessible if interested members of the relevant public could obtain the information if desired.  On the other hand, a binding confidentiality agreement can defeat a finding of public accessibility if professional and behavioral norms can entitle one to a reasonable expectation the information will not be further disseminated.  In this case, the Federal Circuit found that academic norms gave rise to an expectation that the monograph would remain confidential.
The Federal Circuit remanded the District Court’s “without prejudice” dismissal of Cordis's infringement claims against Boston's Taxus Liberte stent with instructions to dismiss the claims with prejudice.  Congress has not clearly elucidated in 35 U.S.C. § 271, or in any other statute, that the requirement in § 271 that the infringing act occur within the United States is a threshold jurisdictional requirement as opposed to an element of claim.  Thus, the issue of whether or not Boston's Taxus Liberte stent had a nexus to the United States was an element or Cordis's liability claims and not a jurisdictional requirement.  Failure to prove allegations in a complaint requires a decision on the merits and not a dismissal for subject matter jurisdiction.

Conclusion

A disclaimer to claim scope must be clear and unmistakable, and unclear prosecution history cannot be used to limit claims.  The doctrine of equivalents will not be applied if the accused device contains the "antithesis" of the claimed structure.  Failure to prove allegations in a complaint requires a decision on the merits and not a dismissal for subject matter jurisdiction.

C.
The Clear Language of a Claim Is Not Modified by the Recitation of Purposes for the Invention in the Specification                                                                                        Howmedica Osteonics Corp. v. Wright Med. Tech. Inc., 540 F.3d 1337 (Fed. Cir. 2008)
Before:  Dyk, Prost, and Hochberg
 

Report Written by Mary-Jacq Holroyd

Summary


The case arises from a patent infringement suit wherein Howmedica Osteonics Corporation (“Howmedica”) sued Wright Medical Technology, Inc. (“Wright”).  Howmedica appealed from a final judgment that of noninfringement in this patent infringement action. The Federal Circuit concluded that the construction of a claim term was incorrect, and vacated the judgment of noninfringement, and remanded the case to the district court for further proceedings. 

Invention


Howmedica is the assignee of U.S. Patent No. 5,824,100 (“the ’100 patent”).  The ’100 patent is drawn to an artificial knee prosthesis or implant used to replace part or all of a patient’s knee joint. Claim 15 was the only independent claim asserted.  The disputed claim elements of claim include, in relevant part, “the femoral component including at least one condylar element,” and “the anterior-posterior surface profile contour along the condylar element having an essentially constant anterior-posterior articular radius throughout the artificial surface area of the condylar element which contacts the bearing member during articulation throughout the primary range of flexion.”  Claim 18 depends from Claim 15, and has, in relevant part, the claim language “wherein the hyperextended position is at about-15º in the range of flexion, and the flexed position is at about 75º in the range of flexion.”  Additionally, the parties had executed a couple of agreements, in New Jersey and in Massachusetts, in order to release pending litigation; however, the terms in both agreements varied in that the NY agreement maintained language which had been expressly deleted from the MA. Specifically language not deleted from the NJ agreement states “including, but not limited to, any and all claims and counterclaims that were or could have been asserted by Howmedica Osteonics in the lawsuit.”  The language was deleted in the MA agreement because it was considered too vague, because it might constitute a release of all claims and not just those asserted in the patents at issue in those cases.  The language was retained in the NJ agreement.

Procedure


Howmedica filed suit for patent infringement, alleging that Wright had infringed the ’100 patent by Wright’s ADVANCE® Total Knee System. Wright responded with affirmative defenses of noninfringement and invalidity, and filed a counterclaim seeking a declaration that the patent was invalid and not infringed.  After pending for two years, Wright filed an amended answer and counterclaim, asserting as new affirmative defenses that the ’100 patent was unenforceable for misuse and inequitable conduct, and barred by NJ release provision. The district court construed three disputed terms of claim 15 in a Markman hearing.  Both parties cross-moved for summary judgment on Wright’s release defense.  District court denied Wright’s motion and granted summary judgment in favor of Howmedica on the release defense.  Howmedica timely appealed the district court’s judgment.  The Circuit Court had jurisdiction pursuant to 28 USC 1295(a)(1). 

Discussion


The Circuit Court reviewed district court’s claim construction of the term “femoral component including at least one condylar element” de novo as an issue of law.  It was undisputed that claim 15 could cover a unicondylar prosthesis, where only on artificial condyle is utilized and one natural condyle remains; however, the specification used plural condyles throughout, and the district court therefore decided that both condyles, where two replacements are present, must meet the requirements of claim 15.  The Circuit Court disagreed because it is a bedrock principle of patent law that the claims define the invention.  The plain language of claim 15 requires only one condylar element.  In the Markman hearing, the district court construed the phrase “femoral component including at least one condylar element” to require, in a bicondylar femoral component, both condyles to meet the geometric limitations of the claim. The court further construed “primary range of flexion” to be limited to a particular range of -15º of hyperextension to +75º of flexion, in accordance with the specification of the ’100 patent. 

Since only one of the two artificial condyles in the accused product met the geometric limitation, the district court concluded that the product did not infringe. In making this decision, the district court gave weight to Wright’s argument that limitations from the “purposes” of the invention should be met, and can be read into the claims. The Circuit Court disagreed.  The plain language of the claim controls where no ambiguity is present.  The Court concluded that the claim requires only that one condylar element in a bicondylar prosthesis satisfy the claim limitations, and vacated the judgment and remanded.

Additionally, the district court treated the NJ and MA agreements as though they were a single agreement, reasoning that the releases encompassed the same settlement of then pending patent lawsuits.  The district court concluded that reformation of the agreements to reflect the intention of the parties was unnecessary.   Wright argued that the judgment should be affirmed because of the release provision in the NJ agreement.  Review of summary judgment regarding the release provision was de novo.  The Circuit Court determined that reformation was appropriate under NJ law since the parties clearly intended the NJ and MA agreement to be the same.  Parol evidence indicated that the parties clearly did not intend the ’100 patent to be included in the agreement.
Finally, the Circuit Court also determined that the claim language “lying generally along a line extending laterally between the medial and lateral collateral ligament attachment points on the femur of the natural knee” was not indefinite. 

Conclusion


The Circuit Court corrected the district courts claim interpretation de novo, disagreeing in part, and further determined that under NJ law, parol evidence which supports correcting a mutual disputed error in a contract. The Circuit Court vacated the judgment of noninfringement, and remanded to the district court for further proceedings consistent with the opinion.
� If you are interested in summarizing cases for future editions of this Report, please contact Steve Helmer at stevenjhelmer@gmail.com.


� Huff is a district court judge sitting by designation.


� Hochberg is a district court judge sitting by designation.
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