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DJ Plaintiff Licensee Bears Burden of Proving Noninfringement Where DJ 
Defendant Licensor Cannot File DJ Counterclaim Under the License
Victoria S. Lee

In Medtronic Inc. v. Boston Scientific Corp., Nos. 11-1313, -1372 (Fed. Cir. Sept. 18, 2012), the Federal 
Circuit vacated the district court’s judgment of noninfringement and determination that Mirowski Family 
Ventures, LLC’s (“MFV”) U.S. Reissue Patent Nos. RE38,119 (“the RE’119 patent”) and RE39,897 
(“the RE’897 patent”) (collectively “the patents-in-suit”) were valid because the district court relied on a 
legally incorrect allocation of the burden of proof in its findings and incorrectly construed the claim terms 
in question. 

The patents-in-suit cover a cardiac resynchronization therapy (“CRT”) device used for treating heart
conditions, such as congestive heart failure.  Medtronic, Inc. (“Medtronic”) entered into a sublicense 
agreement covering the RE’119 patent.  The sublicense provided Medtronic the right to challenge the
RE’119 patent’s validity, enforceability, and scope via a DJ action.  A Litigation Tolling Agreement (“LTA”) 
was subsequently executed that obligated MFV to inform Medtronic of which Medtronic products MFV 
believed to be covered by the RE’119 patent (or patents claiming priority from the RE’119 patent
(e.g., the RE’897 patent)), and were subject to royalty payments.  Under the LTA, if Medtronic disagreed, 
Medtronic maintained the right to retain its license but was obligated to seek a DJ of noninfringement.
MFV identified several Medtronic products that MFV thought practiced its patents.  Pursuant to the LTA, 
Medtronic then filed the complaint for the instant DJ action.  

At the trial court, the parties disagreed over whether MFV, the patentee, bore the burden of proving 
infringement, or whether Medtronic, the DJ plaintiff, bore the burden of proving noninfringement.  The 
district court concluded that the burden is always on the patentee to show infringement, and, thus, MFV 
bore the burden of proof by a preponderance of the evidence.  The district court found that MFV failed to 
prove infringement (both literal and under the DOE) based on deficiencies in MFV’s expert report.  The 
district court also construed certain preamble terms in



On appeal, the Court first considered which party bore the burden of proving infringement.  MFV argued 
that because Medtronic was the DJ plaintiff, Medtronic bore the burden of proving noninfringement.  MFV
further argued that the terms of the LTA precluded it from counterclaiming for infringement and the district 
court erred because MFV did not technically assert infringement.  In agreeing with MFV, the Court 
recognized that, under MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 134 (2007), a licensee 
making royalty payments pursuant to a license should not be forced to cease payments and risk 
infringement liability before the licensee can challenge the extent of coverage of the license.  Thus, 
MedImmune shielded licensees from economic consequences “while enabling those licensees to file 
declaratory judgment suits to clarify the rights and obligations of the parties under their license 
agreements.” Slip op. at 8.  The Court recognized that in customary DJ actions, a DJ defendant must 
assert a counterclaim for infringement, as such a counterclaim is compulsory, and that the burden is on 
the counterclaiming defendant to show infringement. 

Here, however, the Court found that the continued existence of the license, as sanctioned by 
MedImmune, precluded MFV from asserting an infringement counterclaim, distinguishing from customary 
DJ actions.  The Court noted that Medtronic sought relief relating directly to its contractual obligations 
under the license, while MFV sought nothing more than to be permitted to continue the quiet enjoyment 
of its contract.  The Court found that because Medtronic was the party seeking disturbance of “the status
quo ante” in seeking relief from liability under the license and the only party seeking aid from the courts, 
Medtronic had the burden to present evidence that it was entitled to such relief.  Id. at 11.  Accordingly, 
the Court reversed the district court’s decision, holding that in “the limited circumstance when an 
infringement counterclaim by a patentee is foreclosed by the continued existence of a license, a licensee 
seeking a declaratory judgment of noninfringement and of no consequent liability under the license bears 
the burden of persuasion.” Id. at 12.  Thus, the Court held that MFV did not have the burden of proof and 
the district court’s holding that the defendants failed to prove infringement could not stand.  

The Court then addressed the district court’s claim construction.  The Court agreed with Medtronic and 
found that the district court erred by restricting the claimed invention to the treatment of congestive heart 
failure.  The Court noted that the specification discloses the use of the invention to treat other diseases 
besides congestive heart failure, and the district court’s claim construction was improper.  The Court 
therefore vacated the district court’s determination of no invalidity predicated on the improper claim
construction.

Accordingly, the Court remanded the case for additional proceedings consistent with the Court’s opinion.
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Obviousness by Combination of References Is Not Undermined by Inventor’s 
Declarations to the Contrary
Steven C. Rushing*

In In re Droge, No. 11-1600 (Fed. Cir. Sept. 21, 2012), the Federal Circuit affirmed the Board’s decision
rejecting an independent claim of U.S. Patent Application No. 10/082,772 (“the ’772 application”) as 
obvious over the prior art. 

Assigned to Peter Droge, Nicole Christ, and Elke Lorbach (collectively “Droge”), the ’772 application is
directed to recombining DNA in eukaryotic cells through various methods and combinations.  This is 
accomplished by using a special virus containing a protein that facilitates the sequence-specific 
recombination of DNA at a predetermined location on the target cell’s DNA.  The ’772 application teaches 
this method by use of modified integrases Int-h and Int-h/218 instead of naturally occurring (wild-type) 
integrases, as previously used.  

During examination, the PTO rejected the independent claim as obvious over two prior art references.  
Specifically, the examiner cited a prior patent that taught the use of wild-type integrases and an article 
written by two of the inventors of the ’772 application.  Droge appealed to the Board, arguing that the 
claim was not obvious because a person of ordinary skill in the art would not have had a reasonable 
expectation of success in using the wild form of the virus to induce recombination in eukaryotic cells.  
Applying the teaching of the prior art to the claim, the Board found that it would have been obvious over 
the combination of the references.

“Obviousness does not require absolute predictability of success . . . all that 
is required is a reasonable expectation of success.” Slip op. at 8 (alteration in
original) (quoting In re Kubin, 561 F.3d 1351, 1360 (Fed. Cir. 2009)).

On appeal, the Federal Circuit faced the issue of whether there was a reasonable expectation of success 
sufficient to combine the teachings in the two references.  According to Droge, although the use of 
modified integrases had been shown to facilitate recombination in prokaryotic cells, a person reasonably 
skilled in the art would not expect the same result in eukaryotic cells.  Droge also argued that the article 
reference taught away from the claimed invention and the Board erred in holding otherwise.  Additionally, 
Droge relied on a declaration from one of the inventors, concluding that a person skilled in the art would 
not expect success from the combination of the references because it was unclear at the time of
invention whether that combination would work. 

Back to Main

Judges:  Newman, Moore (author), O’Malley
[Appealed from Board]



In response to Droge’s argument, the Court first noted that the patent reference revealed that wild-type 
Int can induce DNA recombination in both eukaryotic and prokaryotic cells.  The Court then agreed that 
the patent reference did not teach the use of the modified integrases Int-h and Int-h/218 as claimed in the
’772 application.  However, the Court found that the article written by two of the inventors did teach this 
element and provided the motivation for doing so in the manner prescribed in the rejected claim.  
Specifically, the Court held that “[t]he article directly contradicts the assertion in the Droge Declaration 
that a skilled artisan would not expect the modified integrases Int-h and Int-h/218 to work in eukaryotic 
cells based on the three-dimensional structure of DNA in those cells.” Slip op. at 7.

Therefore, the Court found that the method in the rejected claim would have been obvious to a person 
skilled in the art.  The Court affirmed the Board’s decision that the ’772 application was obvious over the 
prior art and found no merit in all remaining arguments. 

*Steven C. Rushing is a Law Clerk at Finnegan.
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Even If Statement Associated with Small Entity Fee Payment Is Per Se Material, 
Court Finds No Evidence of Intent to Deceive the PTO
Alice Wang*

In Outside the Box Innovations, LLC v. Travel Caddy, Inc., No. 09-1171 (Fed. Cir. Sept. 21, 2012), the
Federal Circuit reversed the district court’s judgment of unenforceability based on inequitable conduct, 
affirmed judgments related to infringement, vacated and remanded for redetermination of obviousness, 
and remanded for determination of a remedy for infringement. 

Outside the Box Innovations, LLC, doing business as Union Rich USA (“Union Rich”), brought a DJ 
patent suit against Travel Caddy, Inc. (“Travel Caddy”) and its distributor/sales agent Rooster Products
(“Rooster”) regarding cases for carrying tools.  The district court held that Travel Caddy’s U.S. Patent 
No. 6,823,992 (“the ’992 patent”) and its continuation, U.S. Patent No. 6,991,104 (“the ’104 patent”), are 
unenforceable due to inequitable conduct.  The district court also held some claims of the ’104 patent and 
all the claims of the ’992 patent invalid on the ground of obviousness.  The district court further held on 
SJ that the version of the Union Rich tool carry case called the Electricians Carryalls (“Electricians Bag I”) 
infringes various patent claims, but that a modified version, called the Electricians Bag II, and the tool 
carry case, called the Heavy-Duty ProTool Bag, do not infringe.  The district court also dismissed Union 
Rich’s unfair competition claims against Travel Caddy.

On appeal, the Federal Circuit first addressed the issue of enforceability of the ’992 and the ’104 patents.  
The district court found inequitable conduct on two grounds:  Travel Caddy’s failure to disclose to the 
PTO the ’992 patent litigation during the prosecution of the ’104 patent, and its allegedly incorrect claim of 
“small entity” status in the PTO.  The Court rejected both grounds and reversed the judgment of 
unenforceability.

“Where there is no evidence that small entity status was deliberately falsely 
claimed, a finding of unenforceability is inappropriate.  Importantly, the 
regulations do not contemplate that an incorrect claim of small entity status, 
with no evidence of bad faith, is punishable by loss of the patent.” Slip op.
at 13. 

With regard to Travel Caddy’s failure to disclose to the PTO the ’992 patent litigation, the Federal Circuit 
found neither but-for materiality nor specific intent to deceive the examiner into granting the ’104 patent 
application.  Specifically, the Federal Circuit concluded that no information relevant to patentability of the

Back to Main
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’104 patent application had been provided in the ’992 patent litigation while the ’104 patent application 
was pending.  The Court further concluded that no ground of invalidity was included in the complaint
against the ’992 patent or communicated informally despite Travel Caddy’s inquiries.  Indeed, Travel 
Caddy’s patent attorney testified that he did not file a notice of the ’992 patent litigation in the prosecution 
of the ’104 patent application because “[t]here was nothing in there that was what I understood to be 
material under Rule 56.  There was nothing that related to patentability, enforceability or validity.” Slip op.
at 6 (alteration in original) (citation omitted).  

The Federal Circuit turned next to Travel Caddy’s allegedly incorrect claim of small entity status.  The 
district court held that small entity status was not available to Travel Caddy, although it met the small 
entity definition of having fewer than 500 employees, because of Travel Caddy’s commercial 
arrangement with Rooster, which had more than 500 employees, including its Mexican affiliates.  The 
issue was whether a certain provision of a sales agreement between Travel Caddy and Rooster 
amounted to a patent license for purposes of evaluating small entity status under 37 C.F.R. § 1.27(a)(2), 
or merely offered protection to Rooster to obtain an alternative supply if Travel Caddy failed to provide 
the product.  The Court declined to characterize the agreement provision.  Instead, the Court concluded 
that, even if a false assertion of small entity status were per se material, here, there was no clear and 
convincing evidence that anyone involved in the patent prosecution knew that a patent license had been 
granted to a large entity and deliberately withheld that information in order to pay small entity fees.  For 
these reasons, the Court reversed the district court’s ruling of unenforceability due to inequitable conduct.

Next, the Federal Circuit addressed the validity of the ’992 and the ’104 patents.  Union Rich offered 
attorney argument that combinations of five references rendered both patents obvious.  Travel Caddy 
sought to rebut this argument through the testimony of an expert witness with experience in the relevant 
technical field.  The district court, however, prevented the expert witness from testifying because he was 
not a lawyer.  The district court then ruled that Travel Caddy’s structure “was an obvious solution to 
simple problems inherent in the prior art patents.” Id. at 15 (citation omitted).  Applying Eleventh Circuit 
law, the Federal Circuit found that the district court had abused its discretion in excluding the testimony of 
the expert.  Specifically, the Court stated that “the exclusion of a technical expert for the reason that he is 
not a lawyer is contrary to Federal Rule of Evidence 702 and the benefits of technological assistance in 
resolution of technological issues.” Id. at 17.  Accordingly, the Court vacated the district court’s invalidity 
decision and remanded for redetermination of the issue of obviousness on the entirety of the evidence, 
including expert testimony.  

The Federal Circuit next considered issues of infringement.  The district court construed thirteen claim 
terms, and the Federal Circuit had previously reviewed the construction of these terms in an interlocutory 
appeal from the denial of Travel Caddy’s request for a preliminary injunction.  Travel Caddy argued that 
the district court’s previous claim construction was not final and that claim constructions rendered on 
appeal from a preliminary injunction ruling are not binding on the Federal Circuit.  The Court agreed that, 
generally, the tentative claim construction for preliminary injunction purposes does not remove the issue 
from later review after the facts are elaborated, but found some merit in Union Rich’s argument that, 
because the district court’s claim construction decision was issued after a full Markman hearing and the 
parties had not identified any new factual findings, the Federal Circuit’s prior decision affirming the district
court’s claim construction constituted law of the case.  The Court declined to decide this issue, affirming 
the constructions on other grounds.  In so doing, the Court held that Figure 4 of the ’104 patent is the only 
figure depicting the binding used in the claimed invention.  The Court affirmed (1) the unchallenged 
judgment of infringement by Union Rich’s Electricians Bag I; and (2) the judgment of noninfringement by 
the Heavy-Duty ProTool Bag and the Electricians Bag II.  The Court remanded for determination of 
remedy with respect to infringement by the Electricians Bag I.

Judge Newman concurred-in-part and dissented-in-part with the majority’s decision.  Judge Newman first 
disagreed that a misstatement of small entity status was per se material to patentability, and thus could 
render the patent permanently unenforceable for inequitable conduct.  Judge Newman explained that the



immateriality of an affidavit that is not the basis of the patent grant was long ago established by 
precedent.  Second, in Judge Newman’s view, the panel majority was incorrect in suggesting that pretrial 
claim construction on interlocutory appeal of a preliminary injunction was “law of the case” and could not 
be reviewed on final appeal.  Finally, Judge Newman disagreed that the accused Heavy-Duty ProTool 
Bag does not infringe the ’104 patent.  According to Judge Newman, “The panel majority construes the 
claims of the patents to exclude the bag in Figure 10, and thus to exclude infringement by the bag that 
Union Rich copied from Travel Caddy’s embodiment of Figure 10 . . . .” Newman op. at 7-8. 

*Alice Wang is a Law Clerk at Finnegan.
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Jurisdiction for a DJ Patent Action Requires Sufficient Immediacy and Reality
Jeffrey D. Smyth

In Matthews International Corp. v. Biosafe Engineering, LLC, No. 12-1044 (Fed. Cir. Sept. 25, 2012), the 
Federal Circuit affirmed the district court’s determination that the dispute lacked sufficient immediacy and 
reality to support the exercise of DJ jurisdiction. 

Matthews International Corporation (“Matthews”) manufactures and sells cremation equipment, caskets, 
and bronze memorials, including a Bio Cremation™ product that uses an “environmentally friendly”
alkaline-hydrolysis process rather than incineration for cremation.  Biosafe Engineering, LLC and 
Digestor, LLC (collectively “Biosafe”) hold several patents related to the application of alkaline hydrolysis 
to the disposal of various types of waste, including five method patents (“the Method Patents”) and one 
system patent (“the System Patent”).

Matthews filed suit against Biosafe, seeking a DJ of noninfringement, invalidity, and unenforceability of 
the Method Patents.  Matthews later amended its complaint to include the System Patent.  At the time of 
the amended complaint, Matthews had sold three Bio Cremation™ units, but none of them had been 
installed by its customers.  Matthews’s suit also included state-law claims of trade libel, defamation, and 
tortious interference with contractual relations.  The district court granted Biosafe’s motion to dismiss for 
lack of DJ jurisdiction and for failure to adequately plead the state-law claims.  Matthews appealed.

“Until some specific and concrete evidence regarding how Matthews’
customers plan to use the cremation units is available, any judicial
determination regarding whether such use would infringe the Method Patents 
would be premature.” Slip op. at 9-10. 

On appeal, the Federal Circuit held that the trial court correctly concluded that Matthews’s dispute with 
Biosafe lacked the requisite immediacy and reality to support the exercise of DJ jurisdiction.  The Court 
stated that “in determining whether a justiciable controversy is present, the analysis must be calibrated to 
the particular facts of each case, with the fundamental inquiry being ‘whether 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.’” Slip op. 
at 7-8 (quoting MedImmune, Inc. v. Genentech, Inc., 549 U.S. 118, 127 (2007)). 

Regarding “immediacy,” the Federal Circuit found that there was no evidence as to when, if ever, the 
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Bio Cremation™ equipment would be used in a manner that could potentially infringe the Method 
Patents.  The Court noted that none of the three units sold by Matthews had been installed, and that 
there were noninfringing uses of the equipment.  “Until some specific and concrete evidence regarding 
how Matthews’ customers plan to use the cremation units is available, any judicial determination 
regarding whether such use would infringe the Method Patents would be premature.” Id. at 9-10.

The Federal Circuit likewise found that the dispute failed to meet the reality requirement for DJ 
jurisdiction.  The Court reasoned that the Bio Cremation™ equipment could be operated using 
noninfringing processes, and that there was no indication that Matthews’s customers had settled upon a 
fixed protocol for using it.  “Because Matthews’ technology is ‘fluid and indeterminate’ rather than 
‘substantially fixed,’ its dispute with Biosafe lacks the requisite reality to support the exercise of 
declaratory judgment jurisdiction.” Id. at 12 (citing Cat Tech LLC v. TubeMaster, Inc., 528 F.3d 871, 882 
(Fed. Cir. 2008)).

The Federal Circuit also held that the district court properly determined it had no jurisdiction over the
System Patent.  The Court explained that “because the trial court had no jurisdiction over the Method 
Patents at issue in Matthews’ original complaint, it was without authority to consider the System Patent 
which issued after that complaint was filed.” Id. at 13-14.  “It has long been the case that the jurisdiction 
of the court depends upon the state of things at the time of the action brought.” Id. at 14 (quoting Grupo
Dataflux v. Atlas Global Grp., L.P., 541 U.S. 567, 570-71 (2004)).

Regarding the state-law claims, the Federal Circuit held that Matthews failed to plead the bad-faith 
element necessary to support its claims.  “Even assuming arguendo that Biosafe made infringement
allegations, . . . there is no evidence that such allegations were objectively baseless.” Id. at 14-15.  The
Court noted that the state-law claims would not have been ripe for review even if the required bad-faith 
element had been pleaded properly, because there was no specific evidence regarding the operating 
parameters for the Bio Cremation™ units.
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A “Clear Disavowal” in a Patent Specification Is Not Required to Disclaim Claim 
Scope
Pier D. DeRoo

In In re Abbott Diabetes Care Inc., Nos. 11-1516, -1517 (Fed. Cir. Sept. 28, 2012), the Federal Circuit
vacated-in-part the Board’s final rejection of numerous claims in the ex parte reexamination of 
U.S. Patent Nos. 6,175,752 (“the ’752 patent”) and 6,565,509 (“the ’509 patent”) due to the Board’s 
unreasonably broad claim construction.  The Court also vacated the Board’s official notice rejections 
based on the PTO’s concession that they should be withdrawn. 

The ’752 and ’509 patents describe methods and devices for monitoring glucose levels in the blood 
stream for diabetics.  Both claim inventions comprising, in addition to other features, an “electrochemical 
sensor.” The ’752 and ’509 patents share a common specification, which disparages electrochemical 
sensors in the prior art because they employ external cables and wires that hinder the convenient use of 
these devices for everyday applications.  The ’509 patent claims also recite the additional limitation that 
the electrochemical sensor in the claims must be in a “substantially fixed” position.

During reexamination, the examiner finally rejected all of the claims under reexamination as indefinite, 
anticipated, or obvious over various references, and Abbott Diabetes Care, Inc. (“Abbott”) appealed to the 
Board.  In construing the “electrochemical sensor” claim element, the Board noted that the specification 
criticizes external cables and wires, and that none of the embodiments in the ’752 and ’509 patents 
include external cables or wires.  But the Board determined that the absence of any explicit disclaimer 
meant that the broadest reasonable interpretation in light of the specification included the external cables 
and wires present in the prior art.  The Board also determined that the “substantially fixed” limitation in the 
’509 patent would be understood to “allow some movement of the sensor.” Slip op. at 7 (citation 
omitted).  Applying these claim constructions, the Board found that the lead wires of the prior art are part 
of the electrochemical sensor and that the wires are “somewhat restrained in movement, and are 
therefore ‘substantially fixed.’” Id. at 9 (citation omitted).  Thus, the Board affirmed all of the examiner’s
rejections and rejected Abbott’s arguments in its requests for rehearing.

“[T]his is not an instance where the specification would necessarily have to 
disavow an embodiment that would otherwise be covered by the plain 
language of the claims . . . .   We have held that ‘[e]ven when guidance is not 
provided in explicit definitional format, the specification may define claim 
terms by implication such that the meaning may be found in or ascertained by 
a reading of the patent documents.’” Slip op. at 14 (quoting Iredeto Access, 
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Inc. v. Echostar Satellite Corp., 383 F.3d 1295, 1300 (Fed. Cir. 2004)).

On appeal, the Federal Circuit held that the Board’s claim constructions were unreasonable in light of the 
specifications of the ’752 and ’509 patents.  The PTO argued that, while the specification disparages
external cables or wires, Abbott was still required to make a “clear disavowal” or “express disclaimer” of 
external cables and wires in order to disclaim those features.  Id. at 11-12.  But the Court recognized that 
“the specification contains only disparaging remarks with respect to the external cables and wires of the 
prior-art sensors,” and that none of the disclosed embodiments contain external cables or wires.  
Id. at 13.  Furthermore, other limitations in the claims (e.g., “coupled” and “receiving”) were consistent 
with electrochemical sensors having no external cables or wires.  Id. at 14.  Thus, the Court stated that 
“this is not an instance where the specification would necessarily have to disavow an embodiment that 
would otherwise be covered by the plain language of the claims,” distinguishing from Federal Circuit case 
law requiring an explicit disclaimer. Id.  Concluding that the Board’s claim construction went beyond the 
broadest reasonable interpretation in light of the ’752 and ’509 patents’ specifications, the Court vacated 
and remanded to the Board to apply the correct claim construction of an electrochemical sensor devoid of 
external connection cables or wires. 

Regarding the “substantially fixed” limitation in the ’509 patent claims, the parties disputed whether 
“some movement” of the Board’s original construction includes the “somewhat restrained” movement of 
the prior art.  The Court concluded that the Board’s modified construction requiring only a “somewhat 
restrained” sensor resulted in a degree of movement significantly greater than that described in the 
specification, and was therefore unreasonable.  Thus, the Court remanded to the Board with instructions 
to apply the original claim construction.

Finally, the Court addressed the Board’s rejection of certain claims based on the examiner’s invoking of 
the doctrine of official notice in combination with other primary references.  Because the PTO agreed that 
the rejection should be remanded and withdrawn, the Court vacated the rejection and remanded to the 
Board.
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DOE Not Foreclosed Where Qualitative Claim Limitation Is Given a Quantitative 
Construction
Benjamin A. Saidman*

In Pozen Inc. v. Par Pharmaceutical, Inc., Nos. 11-1584, -1585, -1586 (Fed. Cir. Sept. 28, 2012), the 
Federal Circuit affirmed the district court’s decision that the patents-in-suit were not invalid for 
obviousness or inadequate written description, and that they were infringed under the DOE. 

Pozen Inc. (“Pozen”) markets Treximet®, a combination of sumatriptan, which is a 5-HT receptor agonist, 
and naproxen, a well-known nonsteroidal anti-inflammatory drug (“NSAID”).  Pozen holds three related 
patents (“the patents-in-suit”):  U.S. Patent Nos. 6,060,499 (“the ’499 patent”), directed to a method of 
treating migraines comprising cotimely administration of 5-HT agonists and long-acting NSAIDs; 
6,586,458 (“the ’458 patent”), a continuation of the ’499 patent directed to methods and compositions 
combining 5-HT agonists and long-acting NSAIDs; and 7,332,183 (“the ’183 patent”), directed to a 
multilayer pharmaceutical tablet with a triptan, such as sumatriptan, and an NSAID in separate layers that 
dissolve independently.

Pozen sued Par Pharmaceutical, Inc., Alphapharm Pty Ltd., and Dr. Reddy’s Laboratories, Inc. 
(collectively “Par”) based on Par’s filing of an ANDA to market a generic version of Treximet® before the 
expiration of the patents-in-suit.  The district court determined that the asserted claims were not invalid 
for anticipation, obviousness, or inadequate written description, and that the ANDA products were 
infringing.  The district court thus enjoined Par from making or selling the ANDA products.  Par appealed.

On appeal, the Federal Circuit agreed with the district court that the prior art would not have provided one 
of ordinary skill in the art with motivation to combine sumatriptan and naproxen in order to benefit from 
longer lasting efficacy as compared to when either agent is taken alone.  The Court held that Par failed to 
rebut the presumption of validity afforded issued patents by clear and convincing evidence, and that the 
patents-in-suit were thus not invalid for obviousness. 

“[A]lthough the claim language itself is a qualitative measure, the claim 
construction pulls directly from the specification to give the term
‘substantially all’ a quantitative definition, specifically, ‘at least 90%, and
preferably greater than 95%,’ and this court has previously concluded that the
doctrine of equivalents is not foreclosed with respect to claimed ranges . . . .”
Slip op. at 31 (citations omitted).
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Judges:  Newman, Clevenger (dissenting-in-part), Wallach (author)
[Appealed from E.D. Tex., Judge Davis]



Regarding written description, the Federal Circuit held that the district court did not clearly err in finding 
there was adequate written description to support the ’499 patent.  The Court reasoned that the 
specification met the requirement because it described the invention in such a way that it is 
understandable to a person of ordinary skill in the art.  The Court agreed with the district court that the 
limitations “therapeutic package,” “finished pharmaceutical container,” and “said container further 
containing or comprising labeling directing the use of said package in the treatment of migraine” were 
supported, because “persons of skill in the art would know [that the disclosed] pharmaceutical dosages 
are administered to a patient in containers or packages with labeling and inserts with dosage
instructions.” Slip op. at 23-24 (quoting Pozen Inc. v. Par Pharm., Inc., 800 F. Supp. 2d 789, 821 
(E.D. Tex. 2011)). 

Turning to infringement, the Federal Circuit held that the district court did not err in finding that the ANDA 
products infringed the ’183 patent under the DOE.  The Court rejected Par’s argument that the products 
did not meet the “independent dissolution” and “substantially all” limitations.  For the “independent 
dissolution” limitation, the Court explained that “[a]lthough there is no direct evidence comparing the rate 
of dissolution of the ANDA products to that of the agents individually, no such actual comparison was 
necessary.” Id. at 28.  “Under the doctrine of equivalents analysis[,] Pozen need only show that the 
ANDA products performed the same function in the same way to achieve the same result as the claimed 
elements of the ’183 patent.” Id.

For the “substantially all” limitation, the Court first held that the DOE could apply to the limitation.
“[A]lthough the claim language itself is a qualitative measure, the claim construction pulls directly from the 
specification to give the term ‘substantially all’ a quantitative definition, specifically, ‘at least 90%, and 
preferably greater than 95%’ . . . .” Id. at 31 (citation omitted).  “[T]his court has previously concluded that 
the doctrine of equivalents is not foreclosed with respect to claimed ranges.” Id. (citing Adams 
Respiratory Therapeutics, Inc. v. Perrigo Co., 616 F.3d 1283, 1291-92 (Fed. Cir. 2010)).  The Court thus 
applied the DOE and held that a tablet layer with 85% of the agent can be fairly characterized as an 
insubstantial change from a tablet layer with 90% of the agent.  The Court affirmed the district court’s 
decision that the ANDA products infringed the “substantially all” limitation under the DOE.

Judge Clevenger dissented-in-part, stating that the Court erred in sustaining the district court’s judgment 
that the “substantially all” limitation was infringed under the DOE.  Judge Clevenger characterized the 
issue as a question of “whether 85% can be ‘substantially all’ given the District Court’s construction of the 
limitation.” Clevenger Dissent at 4.  In Judge Clevenger’s view, Pozen and the district court avoided 
answering the question by using the notion of an equivalent layer.  Judge Clevenger stated that a layer 
cannot be equivalent if it is numerically nonequivalent, and that he disagreed with the majority’s 
determination that “a reasonable person could determine that a tablet layer with 85% of the agent is 
within the scope of the doctrine of equivalents.” Id. at 5. 

*Benjamin A. Saidman is a Law Clerk at Finnegan.
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Looking Ahead

This month, in In re Miracle Tuesday, LLC, No. 11-1373 (Fed. Cir. Oct. 4, 2012), the Federal Circuit 
affirmed the TTAB’s refusal to register the mark JPK PARIS 75 and design in connection with 
sunglasses, wallets, purses, suitcases, belts, and shoes.  The Court held that the mark could not be 
registered, because it was “primarily geographically deceptively misdescriptive under Section 2(e)(3) of 
the Lanham Act.” Slip op. at 2. 

Read the full summary of the Court’s decision in next month’s edition of Last Month at the Federal Circuit. 
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In Outside the Box Innovations, LLC v. Travel Caddy, Inc., No. 09-1171 (Fed. Cir. Sept. 21, 2012), the 
Federal Circuit, inter alia, reversed and remanded the district court’s judgment of unenforceability based 
on inequitable conduct.  The district court held two related patents assigned to Travel Caddy, Inc.
(“Travel Caddy”) were unenforceable due to inequitable conduct, because Travel Caddy failed to disclose 
the patent litigation of the parent patent during the prosecution of the continuation patent and because 
Travel Caddy incorrectly claimed “small entity” status during prosecution.  As to the first point, the Federal 
Circuit found neither but-for materiality nor specific intent to deceive the examiner, because no 
information relevant to the patentability of the continuation application had been provided in the litigation 
of the parent patent while the application was pending.  Second, although Travel Caddy, with fewer than 
500 employees, met the definition of small entity, it also had a sales agreement with a larger distributor, 
which had more than 500 employees.  The Court concluded that even if a false assertion of small entity 
status were per se material, there was no clear and convincing evidence that anyone involved in the 
prosecution knew about the agreement and deliberately withheld that information in order to pay small
entity fees.  See this month’s edition of Last Month at the Federal Circuit for a full summary of this 
decision. 
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