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e

Sweet, D.J.

Plaintiffs Ferring B.V., Ferring International Center

7

S.A., and Ferring Pharmaceuticals Inc. (“Ferring,” or the
“Plaintiffs”) and Defendants Serenity Pharmaceuticals, LLC
(“"Serenity”), Reprise Biopharmaceutics LLC (“Reprise”), Avadel
Specialty Pharmaceuticals LLC (“Avadel”) (together,
“Defendants,” or “Counterclaim Plaintiffs”) move for claim
construction with respect to two of Defendants’ patents, U.S.
Patent Nos. 7,405,203 (the “203 Patent”) and 7,579,321 (the “321
Patent”). In dispute are certain terms from claims 1, 2, 6, 9,

10, 12, 13, and 15 of the 203 Patent and claims 1, 2, 6-8, 12,

and 15-19 of the 321 Patent (the “Asserted Claims”).

Pursuant to Markman v. Westview Instruments, Inc., 517

U.s. 370 (1996), the parties submitted briefing in support of
their proposed construction of the disputed claim terms. A
Markman hearing was held on November 13, 2018, at which point

the motion was marked fully submitted.

What follows is the Court’s construction of the

disputed preamble and claim terms.
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On November 12, 2003, Dr. Fein, through counsel, filed
continuation-in-part U.S. patent application 10/706,100 based

off his PCT application US2003/014463. Ferring v. Allergan, 253

F.Supp.3d 708, 713 (S.D.N.Y. 2015). U.S. patent application
10/706,100 issued as U.S. Patent Application 2004/0138098 Al on
July 15, 2004. Id.

On May 4, 2007, Dr. Fein, through counsel, filed U.S.
patent application 11/744,615 as a division of his previously

filed U.S. patent application 10/706,100. Id.

On July 15, 2008, Dr. Fein, through counsel,
filed U.S. patent application 12/173,074 as a continuation of

his previously filed U.S. patent application 11/744,615. Id.

On July 29, 2008, Dr. Fein's U.S. patent application

11/744,615 issued as U.S. Patent No. 7,405,203 (203 patent”).

On June 18, 2009, Ferring filed U.S. patent
application 12/487,116 as a continuation of its previously

filed U.S. patent application 10/513,437. Id. at 712.
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On August 25, 2009, Dr. Fein’s patent application

12/173/074 issued as U.S. Patent No. 7,579,321 (“321 patent”).

On October 12, 2010, Adriana Burgy of Finnegan,
Henderson, Farabow, Garrett & Dunner, L.L.P., counsel of record
for Ferring, filed a request for reexamination of Dr. Fein's
'203 patent before the United States Patent and Trademark Office
(“PTO”) . Id.

On January 19, 2011, the PTO denied Ferring’s request

for reexamination of the ‘203 patent. Id.

On May 24, 2011, Ferring's U.S. patent application
12/487,116 issued as U.S. Patent No. 7,947,654 (“the '654

patent”). Lloyd Decl. Ex. 10 at 2. Id.

II. The Applicable Standard

Claim construction is an issue of law to be determined
by the court. Markman, 517 U.S. at 385. In interpreting the
meaning of claim terms, “words of a claim ‘are generally given

their ordinary and customary meaning’” as understood by “a
4
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person of ordinary skill in the art at the time of invention,

i.e., as of the effective filing date of the patent

application.” Phillips v. AWH Corp., 415 F.3d 1303, 1312-13

(Fed. Cir. 2005) (en banc) (citations omitted). The court reads
a claim term “not only in the context of the particular claim in
which the disputed term appears, but in the context of the

entire patent, including the specification.” Id. at 1313.

The Federal Circuit has emphasized the importance of
“intrinsic” evidence in claim construction: the words of the
claim themselves, the written description in the patent’s
specification, and, when necessary, the history of the patent
application’s prosecution before the U.S. Patent and Trademark

Office (the “PTO”). Id. at 1314-17.

The process of claim construction begins with the
language of the claims themselves, which the patentee selected
to “'‘particularly point[] out and distinctly claim[] the subject
matter which the applicant regards as his invention.’” Id. at
1311-12 (quoting 35 U.S.C. § 112, 9 2). Thus, “the claims
themselves provide substantial guidance as to the meaning of

particular claim terms.” Id. at 1314. In addition to the
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from the specification into the claims; we do not redefine

words.”).

Courts may also utilize the prosecution history, which
“can often inform the meaning of the claim language by
demonstrating how the inventor understood the invention and
whether the inventor limited the invention in the course of
prosecution, making the claim scope narrower than it would
otherwise be.” Id. at 1317 (citations omitted). However, the
prosecution history “often lacks the clarity of the
specification and thus is less useful for claim construction
purposes.” Id.

Finally, courts may rely on “extrinsic” evidence such
as dictionaries, learned treatises, and expert testimony, which
may serve as a source of “accepted meaning of terms used in
various fields of science and technology” or provide “background
on the technology at issue.” Id. at 1317-18. However, such
extrinsic evidence is “less significant than the intrinsic
record in determining the legally operative meaning of the claim
language.” Id. at 1317 (internal citations and quotation marks
omitted). Extrinsic evidence may not be used to contradict the

meaning of the claim terms as evidenced by the intrinsic
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evidence. 1Id. at 1317-19; see also Biagro W. Sales, Inc. v.

Grow More, Inc., 423 F.3d 1296, 1302 (Fed. Cir. 2005).

III. Disputed Claim Terms

The parties stipulate that the following claim term
preambles are “limiting” and are to be given their plain and
ordinary meaning by the Court: “a method of treating nocturia,
primary nocturnal enuresis, or incontinence, or for inducing
voiding postponement, said method comprising,” found in claim 1
of the 203 Patent; “a method for inducing an antidiuretic effect
in a patient comprising,” found in claim 10 of the 203 Patent;
“a method for treating a patient suffering from nocturia
comprising,” found in claim 13 of the 203 Patent; “a method for
inducing voiding postponement comprising,” from claim 8 of the
321 Patent; and “reducing the risk that the patient develops

hyponatremia,” from claims 1 and 19 of the 321 Patent.

The parties agree that the following claim term
preamble is “limiting,” but disagree over whether it should be
given its plain and ordinary meaning: “a method for inducing

voiding postponement in a patient while reducing the risk that
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they get their plain and ordinary meaning. But there is one
preamble in the ‘321 patent that is a method of inducing voiding
postponement while reducing the risk of hyponatremia, and we do
have a construction for that based on Dr. Fein’s representations

to the patent office, etc.”).

“a method for inducing voiding postponement in a patient while
reducing the risk that the patient develops hyponatremia

comprising”

The disagreement turns on whether the Shared Preamble
should be given its plain and ordinary meaning, or, as Ferring
proposes, a dose limitation should be read into the Shared
Preamble. Ferring’s Presentation at Oral Argument, Nov. 13,

2018, ECF No. 199-8. (inserting into the preamble the phrase “by

administering a low dose of desmopressin (i.e., less than 20

]-lg) //) .

Ferring’s proposed construction of the Shared Preamble
was presented for the first time at the Markman hearing in an

oral argument supplement.!

L The parties’ Joint Disputed Claims Chart (ECF No. 158-1),
which purported to address the disputed claim terms and proposed
constructions, did not include Ferring’s proposed construction
for the Shared Preamble. Nor did the briefing. ECF No. 198.

11
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effect lasting for no more than between about 4 and 6
hours.

Claim 1 of the 321 Patent.

As Ferring recognizes, the reduced risk of
hyponatremia risk, coupled with the invention’s ability to
induce an antidiuretic effect, was invoked repeatedly at patent
prosecution to distinguish the prior art. See Pls.’ Memo. in
Supp. 198 (“The intrinsic evidence further makes clear that the
preambles of claims 1 and 19 of the ‘321 patent—a method for
inducing voiding postponement in a patient while reducing the
risk that the patient develops hyponatremia comprising—are also

limiting”); see also Invitrogen Corp. v. Biocrest Mfg., L.P.,

327 F.3d 1364, 1370 (Fed. Cir. 2003) (“Clear reliance on the
preamble during prosecution to distinguish the claimed invention
from the prior art transforms the preamble into a claim
limitation[.]”). The purpose of the Shared Preamble is to limit
and more narrowly teach the “delivering to the bloodstream of
the patient an amount of desmopressin no more than about 2ng/kg

.” language from the body of claim 1.

Accordingly, the Shared Preamble is construed

consistent with its plain and ordinary meaning as a statement of

13
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Instead, throughout the specification Dr. Fein
references blood plasma/serum levels of desmopressin and
newly-discovered therapeutic uses for the same. See e.g.,
203 Patent at column 16:46-50 (“In accordance with the
present invention, plasma/serum desmopressin concentrations
following administration . . . preferably range from 0.1
pg/mL to about 10.0 pg/mL[.]”); id. at column 27
(“[D]lesmopressin can produce this essential antidiuretic
effect at . . . lower blood concentrations than previously

thought.”).

So too in claim 1 itself, which instructs a
person of ordinary skill in the art to “administer[] to a
patient in need thereof a pharmaceutical composition
comprising a dose of desmopressin sufficient to achieve a
maximum desmopressin plasma/serum concentration ”
203 Patent, claim 1. There is no mention of dose or dose
range. According to the Patent Examiner’s Notice of
Allowance, no such numerical dose range is required. See
203 Patent Notice of Allowance, ECF No. 191.32 (“[I]t would
not pose an undue burden to determine what [dose] would be

necessary to achieve the requisite desmopressin

[concentration] as in the claims, particularly since the

29
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examples show a linear correlation between dose and

cmax.”).

The patent prosecution history does not suggest
Dr. Fein intended a dose limitation where one does not
exist in the claim. While it is true Dr. Fein originally
filed patent applications for the 203 and 321 Patents that
included numerical dose ranges of desmopressin, he
expressly amended those claims to remove dose-specific
language. ECF No. 201-19-20. In addition, Dr. Fein amended
his original claim 19 of the 203 Patent to remove the word
“low” from the phrase “low dose.” See Memo in Reply at 8-9.
The act of broadening his claims during patent prosecution

suggests an intent to claim more, not less than was

originally contemplated.

ARlso at patent prosecution, Dr. Fein responded to an
office action and characterized his claims as requiring “that a
desmopressin concentration with the recited range must be
established in serum/ plasma . . . or must be maintained for the
time recited” Memo in Reply at 5. The Patent Examiner’s Notice
of Allowance distinguished the 203 Patent from the prior art on

the basis of its recited blood/ plasma concentration (expressed

30
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as Cmax) of desmopressin. See ECEF 191-32 (“[T]he claims are
distinguished over the art, as the art did not recognize

achieving a Cmax of 10 pg/ml or less”).

The linear relationship between dosage of desmopressin
and blood/ plasma concentration of the drug—based on various
routes of administration and associated bicavailabilities—allows
a person of ordinary skill in the art to practice Dr. Fein’s low
dose discovery. See Notice of Allowance, ECEF No. 191.32 (“[I]t
would not pose an undue burden to determine what [dose] would be
necessary to achieve the requisite desmopressin [concentration]
as in the claims, particularly since the examples show a linear

correlation between dose and cmax.”).

Accordingly, “a dose of desmopressin sufficient to
achieve a maximum desmopressin plasma/ serum concentration no
greater than 10 pg/ml” has a well-understood meaning to a person

of ordinary skill in the art. It requires no construction.

31
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“desmopressin . . . in an amount . . . sufficient to establish a

maximum serum/ plasma desmopressin concentration no greater than

10 pg/ml”

This claim language, appearing in claim 10 of the 203
Patent, is part of a method of treatment claim directed at a
durational blood concentration of desmopressin to achieve an
antidiuretic effect. The claim language is nearly identical to

that of claim 1 of the 203.

The parties’ positions are the same with respect to
the remaining claims that recite blood/ plasma concentrations of
desmopressin as they were immediately supra—Ferring seeks a dose
limitation and Serenity proposes the claims as written have a
plain and ordinary meaning. This phrase, “desmopressin . . . in
an amount . . . sufficient to establish a maximum serum/ plasma
desmopressin concentration no greater than 10 pg/ml,” like the
above-construed “a dose of desmopressin sufficient to achieve a
maximum desmopressin plasma/ serum concentration no greater than
10 pg/ml” from claim 1 of the 203 Patent, has a well-understood
meaning to a person of ordinary skill in the art. For the same
reasons discussed above, the term requires no further

construction.

32
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"desmopressin pharmaceutical composition . . . in an amount
sufficient to establish a serum/ plasma concentration no

greater than about 5 pg/ml”

This claim language, appearing in dependent claim 12

AN

of the 203 Patent, is directed to a plasma concentration “no
greater than about 5pg/ml.” For the reasons discussed above (see
discussion supra at 28-37), the claim term has a meaning

understood to a person of ordinary skill in the art and requires

no further construction.

“desmopressin . . . in an amount . . . sufficient to establish a
maximum serum/ plasma desmopressin concentration greater than

0.1 pg/ml and less than 10 pg/ml”

This claim language, appearing in claim 13 of the 203
Patent, is part of a method of treatment claim directed at
transmucosal or intradermal delivery of desmopressin to achieve
a particular blood/ plasma concentration of the drug for a

particular period.

The claim term in dispute is “desmopressin . . . in an

amount . . . sufficient to establish a maximum serum/ plasma

33
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claimed] plasma/serum desmopressin concentration . . . is 0.5 ng
to 20 ug.” Memo in Opp. at 17. As discussed above, Dr. Fein
included in the Common Specification desmopressin dosage
examples that were both lower and higher than Ferring’s
suggested dose limit. See discussion supra note 2. There is no
reason here, as there was no reason there, to read into the
claim an unexpressed dose limitation. Dr. Fein recited the metes
and bounds of his invention in terms of blood/plasma

concentration, not dose. See Stanacard, LLC v. Rebtel Networks,

AB, 680 F.Supp.2d 483, 487 (S.D.N.Y. 2010) (“The language of a
patent claim circumscribes the metes and bounds of the patent
owner’s property right by defining the bounds of the claim

scope.”) .

Ferring cites an earlier patent application where Dr.
Fein included, but later removed, a dose range of desmopressin
of 0.5 ng to 20 pg. Memo in Opp. at 18. Ferring contends that
“at no point during the prosecution history of the patents in
suit did Dr. Fein explicitly seek to claim a dose of
desmopressin higher than 20 pg.” Memo. in Opp. at 18. Just as he
removed earlier references to dose amounts from the 203 Patent’s
original application, Dr. Fein did the same here. The claims

were changed to method claims and their dose ranges removed. See

36
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For the reasons set forth, Serenity’s proposed
construction is adopted. The claim term “about 2 ng/kg” is
construed as “about 2ng/kg based on the standard 70 kg human
body weight estimate.” The rest of the claim term has a well-
understood meaning to persons of ordinary skill in the art and

requires no further construction.

“delivering to the bloodstream of the patient an amount of

desmopressin no more than about 1 ng/kg”

This claim term, appearing in claim 2 of the 321
Patent, is construed consistent with claim 1 of the 321 Patent
(see discussion immediately supra). Serenity’s proposed
construction is adopted. The claim term “about 1 ng/kg” is
construed as “about 1 ng/kg based on the standard 70 kg human
body weight estimate.” The rest of the claim term has a well-
understood meaning to persons of ordinary skill in the art and

requires no further construction.

38
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“about 1 ng/kg desmopressin”

This claim term, appearing in claims 2 and 19 of the
321 Patent, is construed consistent with the identical claim
term discussed above: “about 1 ng/kg” is construed as “about 1
ng/kg based on the standard 70 kg human body weight estimate.”

See discussion supra at 45.

40
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VI. Conclusion

The Shared Preamble and the Asserted Claims of the 203 and

321 Patents are construed consistent with this Opinion.

It is so ordered.

New York, NY

January}?2:~2019

i /Lﬁcj
ORO‘EERT W. SWEET

U.S.D.J.
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