


ANI CT JUDGE:

Before me is the issue of claim construction of multiple terms in U.S. Patent Nos.
11,123,299 (“the *299 patent™), 11,291,632 (“the *632 patent”?, 11,351,122 (“the *122 patent”),
11,478,487 (“the *487 patent™), 11,413,249 (“the 249 patent”), and 10,179,140 (“the *140
patent”). I have considered the parties’ letters. (D.I. 286, 287, 295, 296).

I. BACKGROUND

Plaintiffs filed U.S. Patent Application No. 13/171,410 (“the 410 application) in 2011.
The ’410 application issued as U.S. Patent No. 10,849,857 and! is not asserted in this case. (See
D.1. 82 at 26). The ’140 patent is a continuation-in-part of the% ’410 application. (/d. at 28 n.4).
The other asserted patents are continuations of the 410 appliciation. (D.I. 109 at 14:21-25). In
March 2023, I construed various terms in the asserted patents. (See D.I. 107, 111).

The trial is scheduled to begin on February 26, 2024. iSee D.I. 282). On January 26,
2024, the parties filed a joint letter raising claim construction disputes. (D.I. 272). I ordered the
parties to submit proposed constructions prior to the pretrial conference. (D.I. 278). After
reviewing the proposed constructions (D.I. 279, 280), I asked t:he parties to brief the disputed
terms (D.I. 285 at 13:21-23).

II. LEGAL STANDARD

“It is a bedrock principle of patent law that the claims 6f a patent define the invention to

which the patentee is entitled the right to exclude.” Phillips v. AWH Corp., 415 F.3d 1303, 1312
\

(Fed. Cir. 2005) (en banc) (cleaned up). “‘[T]here is no magic formula or catechism for

conducting claim construction.’ Instead, the court is free to at}ach the appropriate weight to

appropriate sources ‘in light of the statutes and policies that inform patent law.”” SoftView LLC

v. Apple Inc., 2013 WL 4758195, at *1 (D. Del. Sept. 4, 2013) (alteration in original) (quoting



Phillips, 415 F.3d at 1324). When construing patent claims, a\court considers the literal
language of the claim, the patent specification, and the prosec1‘1ti0n history. Markman v.

Westview Instruments, Inc., 52 F.3d 967, 977-80 (Fed. Cir. 1995) (en banc), aff’d, 517 U.S. 370
|
|

(1996). Of these sources, “the specification is always highly relevant to the claim construction
analysis. Usually, it is dispositive; it is the single best guide to the meaning of a disputed term.”

Phillips, 415 F.3d at 1315 (cleaned up). “While claim terms are understood in light of the

specification, a claim construction must not import limitations'from the specification into the
claims.” Deere & Co. v. Bush Hog, LLC, 703 F.3d 1349, 1354 (Fed. Cir. 2012) (citing Phillips,

415 F.3d at 1323). |

“[T]he words of a claim ‘are generally given their ordinary and customary meaning.’ . . .
(It is] the meaning that the term would have to a person of ord‘inary skill in the art in question at
the time of the invention, i.e., as of the effective filing date of %Lhe patent application.” Phillips,
415 F.3d at 1312-13 (citations omitted). “[TThe ‘ordinary megning’ of a claim term is its
meaning to [an] ordinary artisan after reading the entire patent.” Id. at 1321. “In some cases, the

|
ordinary meaning of claim language as understood by a person of skill in the art may be readily

1
apparent even to lay judges, and claim construction in such cases involves little more than the

application of the widely accepted meaning of commonly understood words.” Id. at 1314.

When a court relies solely on the intrinsic evidence—the patent claims, the specification,
|

and the prosecution history—the court’s construction is a determination of law. See Teva
|

\
Pharms. US4, Inc. v. Sandoz, Inc., 574 U.S. 318, 331 (2015). The court may also make factual

findings based on consideration of extrinsic evidence, which “consists of all evidence external to

\
the patent and prosecution history, including expert and inventor testimony, dictionaries, and

learned treatises.” Phillips, 415 F.3d at 1317-19 (quoting Mairkman, 52 F.3d at 980). Extrinsic



evidence may assist the court in understanding the underlying technology, the meaning of terms
to one skilled in the art, and how the invention works. /d. Extrinsic evidence, however, is less

reliable and less useful in claim construction than the patent aﬁd its prosecution history. Id.

|
III. CONSTRUCTION OF DISPUTED TERMS

I set forth claims 1 and 14 of the 299 patent and claims 1 and 33 of the 140 patent to

illustrate the disputed terms. These claims state:

1. A pharmaceutical composition comprising: |

6B, 7B:158, 16B-Dimethylene-3-oxo-17a-pregn-4-ene-21, 17-carbolactone in the
Sorm of particles that have: (i) a median particle size ranging from 10
micrometers (um) to 30 um; (ii) a d90 particle size of less than 100 pm; and
(iii) a d10 particle size of more than 3 pm, wherein the 6B, 7p:158, 16B-
Dimethylene-3-oxo-17a-pregn-4-ene-21, 17-carbolactone is present in an
amount ranging from 3 milligrams (mg) to 4.5 mg; and

one or more pharmaceutically acceptable excipients,

wherein the pharmaceutical composition does not comPrise estrogen; and

wherein the pharmaceutical composition is formulated such that no more than 50%
of the 6p, 7p:15B, 16B-Dimethylene-3-ox0‘-17a—pregn—4-ene-21, 17-
carbolactone initially present in the pharmaceutical composition is dissolved
within 30 minutes if subjected to an in vitro disso(ution test according to the
USP XXIII Paddle Method. 1

(’299 patent at 61:38-56 (disputed terms bolded and italicized)).

14. The pharmaceutical composition of claim 1, wherein the pharmaceutical
composition is formulated as a tablet or a capsule. .

(’299 patent at 62:40—42 (disputed terms bolded and italicizedS).

\

1. A method of providing contraception in a patient having a BMI of 25 kg/m? or
more and bleeding events, the method comprising:

administering a pharmaceutical composition comprising 2.5 mg to 5.5 mg of
crystalline drospirenone and one or more pharmaceutically-acceptable
excipients fo a patient having a BMI of 25 kg/m? or more for an initial treatment
cycle and for subsequent consecutive treatment cycles, the pharmaceutical
composition being administered daily for at least% portions of the initial and
subsequent consecutive treatment cycles; !

wherein the administering results in a limited number of days of bleeding events
per treatment cycle in at least one of the subsequent consecutive treatment
cycles ;

and wherein the pharmaceutical composition does not contain an estrogen.




































certain dependent claims—which do require a comparison between the initial cycle e..d

subsequent cycles—support their position.® (Id.; see also D.1. 295 at 5).°

Defendants note that the phrase “limited number of days of bleeding events™ only appears
in the claims. (D.1. 286 at 7). The specification, though, incledes the phrase “a number of days
of bleeding events.” (/d. (citing *140 patent at 32:9-11)). Baged on the specification’s use of
that phrase, Defendants contend that “limited number of bleeding days” “must be a term of
degree referring to a number of days in a treatment cycle.” (Ic}.). Defendants argue, however,
that the specification refers to bleeding days in various ways Without explaining which of those
ways are “limited.”'® (I/d). Defendants contend that the term eannot be definite if it does not
provide a standard for measuring whether a particular number jof bleeding days is low/small. (/d.
at 8). Still, Defendants argue that the claim requires a comparjson of bleeding events between
the initial treatment cycle and a subsequent cycle. (/d. at 7—8)‘,

I agree with Plaintiffs that claim 33 does not require a eomparison of one treatment cycle

to another. The clinical trial data disclosed in Tables 9 and 10 of the specification do not support

Defendants’ argument, as the tables suggest that a comparison to the initial treatment cycle is not
1
|

required. Claim differentiation principles support Plaintiffs’ position as well. Whereas claims 2

8 Claim 33 of the *140 patent depends from claim 1. 1

? Defendants contend that claim differentiation principles actuhlly support their position, as
“claims 7—11 specify the amount of reduction (expressed as a percentage) from the initial cycle
to the subsequent cycle.” (D.L. 296 at 5).

10 Defendants contend that the specification mentions bleeding days as an overall percentage of
the treatment cycle, as a comparison between overweight women and those who are not
overweight, and as ranges for reduction in certain treatment cycles. (D.I. 286 at 7 (citing *140
patent at 33:49-60, 34:26-33, 35:6-10)). In their answering letter, Plaintiffs argue that the
specification and dependent claims show the number of bleed1hg days that satisfy the “limited”
requirement. (D.L. 295 at 5). \
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