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SUBSEQUENT PROSECUTION HISTORY DOES NOT DISCLAIM
Azurity Pharms., Inc. v. Alkem Labs., Ltd.

Appeal No. 2023-1977 (Fed. Cir., April 8, 2025, Moore, Chen, and Murphy!, precedential)

Author: Michael McComas

Key Points:

e A disclaimer made during prosecution of a first patent applies equally to a child application of the first
patent, and its scope is not limited by a statement submitted during prosecution of a second child
application after allowance of the claims in the child application.
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Background:

After Alkem Laboratories, Ltd. (“Alkem”) submitted an Abbreviated New Drug Application (ANDA)
for a product including propylene glycol, Azurity Pharmaceuticals, Inc. (“Azurity”), owner of a patent family
including U. S. Patent No. 10,959,948 (“the ‘948 patent”) directed to drinkable liquid formulations including
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vancomycin, an antibiotic used to treat Clostridium difficile (C. diff), sued Alkem for infringement of claims 5,
7, 8, and 9 of the ‘948 patent.

The U. S. District Court for the District of Delaware (“the district court) found no infringement of the
‘948 patent claims because Azurity had disclaimed any presence of propylene glycol during prosecution,
finding Azurity’s interpretation of a stipulation, ambiguously stating that suitable flavoring agents “for use in
the Asserted Claims include flavoring agents with or without propylene glycol” and entered during discovery,
“unpersuasive.”

Holding:

The U. S. Court of Appeals for the Federal Circuit (“the Federal Circuit’) agreed with the district court,
holding that a statement by Azurity submitted in a co-pending application from the same family, after allowance
of the claims of the ‘948 patent, to have no weight in construing the claims allowed prior to the statement.

Discussion:

During prosecution of the parent application of the ‘948 patent, Azurity added “consisting of” or
“consists of” language to multiple claims to distinguish over applied prior art references in which liquid
formulations include propylene glycol and declared that “the diluent and the compounded solutions do not have
propylene glycol or polyethylene glycol.” The Federal Circuit, agreeing with the district court, stated that,
based on the prosecution history of the ‘948 patent and it's parent, “Azurity’s disclaimer of propylene glycol in
the claims of the ’948 patent was clear, unambiguous, and complete.” The Federal Circuit also found that
Azurity’s attempted withdrawal of the disclaimer was submitted in another application in the same family after
allowance of the claims of the ‘948 patent, and thus have no weight in construction of those claims.

The Federal Circuit also rejected Azurity’s argument that the stipulation, “[s]uitable flavoring agents for
use in the Asserted Claims include flavoring agents with or without propylene glycol,” overcame the disclaimer
of propylene glycol. The reviewing court explained that the disputed stipulation, coming at the end of a long
list of stipulations, did not reference the language of any claim and was thus inconsistent with other stipulations
in the list that mentioned specific claims. The reviewing court also found that during litigation of the
stipulations, Azurity admitted “that the plain and ordinary meaning of the claim term ‘flavoring agent’ includes
flavoring agents without propylene glycol,” so the stipulation could not be applied to overcome the disclaimer.

‘PAYMENT HANDLER’ IS A MEANS-PLUS-FUNCTION CLAIM TERM

Fintiv, Inc. V. PayPal Holdings, Inc.

Appeal No. 2023-2312 (Fed. Cir., April 30, 2025, Prost, Taranto and Stark, precedential)

Author: Bobbie Wu
Key Points:

e In a patent claim, the term “payment handler” is a functional term that, without further terms reciting
structure or algorithm, makes the claim a means-plus-function claim under 35 U.S.C. § 112(f).
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Background:

Fintiv, Inc. (“Fintiv”) filed a lawsuit against PayPal Holdings, Inc. (“PayPal”) in the Western District of
Texas alleging infringement of four U.S. patents: Nos. 9,892,386, 11,120,413, 9,208,488, and 10,438,196. The
patents relate to a mobile wallet or electronic payment system involving a “payment handler” that interfaces
with APIs of various payment processors.

The district court conducted a claim construction hearing and found the key term “payment handler” to
be a means-plus-function term under 35 U.S.C. § 112 9 6, despite not using the word “means.” The court ruled
the claims indefinite because the specifications failed to disclose sufficient structure or algorithm for the
claimed functions. Fintiv appealed.

Holding:

The Federal Circuit held that the phrase “payment handler” is a means-plus-function term in these
patents, and that the claims were indefinite and invalid. In affirming the district court, the Federal Circuit
agreed that the term “payment handler” was a nonce term that connoted function without structure, and the
patent specifications did not disclose any algorithm or sufficient structural description to perform the claimed
functions.

Discussion:

The Federal Circuit explained that, though the claims did not use the word “means,” absence of that
word only creates a rebuttable presumption that the claims are not means-plus-function claims. The reviewing
court found “payment handler” to be a nonce term akin to “module” or “device,” which does not inherently
imply structure. Modifiers like “configured to” or “operable to” appearing in the claims were held to be purely
functional. Expert evidence and technical dictionaries failed to show that “payment handler” would be
understood by a person of ordinary skill in the art (POSA) as connoting specific structure.

The Federal Circuit also found that the patent specifications merely restate claim language or describe
the “payment handler” as “wrapping APIs” and “exposing a common API” without any algorithmic or
architectural detail. Diagrams in the specification show the “payment handler” as a black box without
explaining its internal function. The reviewing court held that functional recitations without implementation
details are insufficient support for means-plus-function claims. Without any disclosed algorithm or technical
guidance, a person of ordinary skill could not implement the described functionality.



CANCELATION OF A GENERIC COLOR MARK

In re PT Medisafe Techs.

Appeal No. 2023-1573 (Fed. Cir., April 29, 2025, Prose, Clevenger, and Stark, precedential)

Author: Gregory P. Brummett

Key Points:

e Overturning a holding by the Trademark Trial and Appeals Board that a color mark is generic requires
submitting evidence showing that the color can identify a source in the mind of the relevant public for
the goods sought to be protected.
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Background:

PT Medisafe Technologies (“Medisafe”), a medical glove manufacturer and distributor, applied to the
United States Patent and Trademark Office (“USPTQO”) for registration of a color mark, the color “dark green
(Pantone 3285c),” for chloroprene examination gloves. The USPTO found the proposed mark lacked
distinctiveness and refused registration without a showing of acquired distinctiveness. Medisafe attempted
such showing, without success, the USPTO finding the proposed mark generic. In applying a test established
in Milwaukee Electric Tool Corp. v. Freud America, Inc., 2019 WL 6522400 (T.T.A.B. Dec. 2, 2019), the
Trademark Trial and Appeals Board (“TTAB”) rejected Medisafe’s argument that the proper genus for
consideration is gloves sold to authorized resellers and defined the applicable genus as all “chloroprene
examination gloves.” The TTAB then affirmed the Examiner, finding that the relevant public everyone who
might purchase such gloves. Medisafe appealed.

Holding:

The Examining Attorney and the TTAB had correctly applied the Milwaukee test in finding that the
color of the Medisafe was generic and was not entitled to registration on the primary or secondary registers.
Affirmed.

Discussion:

The Milwaukee test is a modification of the test in H. Marvin Ginn Corp. v. International Ass’'n of Fire
Chiefs, Inc., 782 F.2d 987, 990 (Fed. Cir. 1986), which in determining genericness asks, First, what is the genus
of goods or services at issue? Second, is the term sought to be registered or retained on the register understood
by the relevant public primarily to refer to that genus of goods or services?
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Milwaukee slightly modifies the second question to tailor the test to color marks, asking whether the
color is understood as a category or type of trade dress for the goods or services.

The Federal Circuit first rejected Medisafe’s argument that the statutory language allows a mark to be
canceled only where that mark is a “generic name.” The court noted that its prior case of Sunrise Jewelry Mfg.
Corp. v. Fred S.A., 175 F.3d 1322 (Fed. Cir. 1999), held that the statutory language also applies to trade dress,
including a color mark.

Applying the above test, the Federal Circuit then affirmed the TTAB. Finding no error in the TTAB’s
determination that the proper genus is all chloroprene medical examination gloves, based at least on Medisafe’s
identification of the goods in its application for trademark as “[m]edical examination gloves,” the Federal
Circuit found no reason in the record to limit the genus only to “authorized resellers.” The Federal Circuit then
considered the TTAB’s treatment of the evidence of gloves in the industry and agreed that the color sought by
Medisafe is so common in chloroprene gloves that it “‘cannot identify a single source.”
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