Case 1:22-cv-00154-GBW-SRF Document 89 Filed 03/13/23 Page 1 of 7 PagelD #: 1083

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

ACERTA PHARMA B.V. etal.,
Plaintiffs,

v C.A. No. 22-154-GBW-SRF

ALEMBIC PHARMACEUTICALS (Consolidated)

LIMITED, et al.,

Defendants.

STIPULATION AND [PROPOSED] ORDER REGARDING CLAIM CONSTRUCTION
FOR U.S. PATENT NOS. 9,758,524; 10,239,883; 9,796.721; 10,167,291; 10,272,083

WHEREAS, the Scheduling Order entered in this consolidated action sets forth a schedule
for claim construction briefing, and the Markman hearing is currently set for August 31, 2023 at
9:00 a.m,;

WHEREAS, the parties exchanged claim terms and proposed constructions for U.S. Patent
Nos. 9,758,524 (*“’524 Patent”), 10,239,883 (*’883 Patent”), 9,796,721 (*’721 Patent”),
10,167,291 (*’291 Patent”), and 10,272,083 (“’083 Patent”) (collectively, the “Asserted Patents”)
in accordance with the Scheduling Order, and have conferred and reached an agreement on the
claims terms at issue;

WHEREAS, the parties agree that no terms of the Asserted Patents require a Markman
construction by the Court at this time, i.e., the parties are not proposing competing constructions
for any terms; and

WHEREAS, the parties agree to defer the indefiniteness arguments that Defendants

preserved in their invalidity contentions until a later stage in the litigation;
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IT ISHEREBY STIPULATED AND AGREED, by and between Plaintiffs Acerta Pharma

B.V., AstraZeneca UK Limited, AstraZeneca Pharmaceuticals LP, AstraZeneca AB, and Merck

Sharp & Dohme B.V. and Defendants Alembic Pharmaceuticals Limited, Cipla Ltd. and Cipla

USA Inc., MSN Pharmaceuticals Inc., MSN Laboratories Private Limited, Natco Pharma, Inc. &

Natco Pharma Limited and Sandoz Inc., subject to the approval of the Court, that:

1. The Scheduling Order (D.I. 30) shall be amended to remove the following deadlines

and the Claim Construction Hearing from the Court’s calendar:

Event

Deadline

Joint Claim Construction Chart

March 13, 2023

Opening Claim Construction Brief

April 10, 2023

Answering Claim Construction Brief

May 15, 2023

Reply Claim Construction Brief

June 19, 2023

Sur-Reply Claim Construction Brief

July 24, 2023

Joint Claim Construction Brief

July 31, 2023

Claim Construction Hearing

August 31, 2023 at 9:00 a.m.

2. In light of the requested cancellation of the claim construction deadlines, including

the joint claim construction chart, the parties wish to memorialize their agreed-upon constructions

as set forth below, which would have otherwise been presented in a joint claim construction chart:
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Claim Terms/Phrases

Agreed-Upon Construction

“A method of treating Mantle Cell
Lymphoma (MCL) in a human subject,
the method comprising administering to
the

human subject”

"524 Patent
(claim 1; required limitation of all
asserted claims)

The quoted preamble language is limiting
as to the intentional purpose for which
the method must be performed, i.e.,
treating Mantle Cell Lymphoma (MCL)
in a human subject, which requires
treating MCL in a human subject, but
does not require a particular level of
efficacy.

“A method of treating chronic
lymphocytic leukemia (CLL) in a
human subject, the method comprising
administering to the human subject”

’883 Patent

(claim 1; required limitation of all
asserted

claims)

The quoted preamble language is limiting
as to the intentional purpose for which
the method must be performed, i.e.,
treating chronic lymphocytic leukemia
(CLL) in a human subject, which requires
treating CLL in a human subject, but
does not require a particular level of
efficacy.
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“characterized by a reflection X-ray
powder diffraction pattern comprising
peaks at 6.4°+0.2° 20, 8.6°+0.2° 20,
10.5°+0.2° 260, 11.6°+0.2° 20 and
15.7°+0.2° 26~

’721 Patent (claim 1; required limitation
of all asserted claims)

’291 Patent (claims 1 and 14; required
limitation of all asserted claims)

characterized by a reflection X-ray
powder diffraction pattern that includes,
but is not limited to, each of the
following peaks at 6.4°+0.2° 26,
8.6°+0.2° 20, 10.5°+0.2° 20, 11.6°+0.2°
260 and 15.7°+0.2° 26.

The peaks identified in the specification,
including the claims, of the *721 and *291
Patents, were measured using Cu—Ka
radiation. The source of radiation, Cu—
Ko, is not a limitation of this claim, and
the use of Cu—Ka radiation is not
required to prove infringement of this
claim.

“+0.2° 207

’721 Patent (claims 1-4; required
limitation of all asserted claims)

’291 Patent (claims 1-3 and 15-16;
required limitation of all asserted
claims)

within a maximum of 0.2° 20 above or
below the recited peak.

“95-105 mg of a crystal form of (S)-4-
(8-amino-3-(1-(but-2-ynoyl)pyrrolidin-
2-yl)imidazo[l,5-a]pyrazin-1-yl)-N-
(pyridin-2-yl)benzamide characterized
by”

’291 Patent (claims 1 and 14; required
limitation of all claims)

at least 95 mg and no more than 105 mg
must be in a crystal form of (S)-4-(8-
amino-3-(1-(but-2-ynoyl)pyrrolidin-2-
yl)imidazo[l,5-a]pyrazin-1-yl)-N-
(pyridin-2-yl)benzamide where the
crystal form is characterized by

“A method of treating chronic
lymphocytic leukemia (CLL) or small
lymphocytic leukemia (SLL) in a
human subject suffering therefrom
comprising the step of orally
administering, to the human subject”

’083 Patent (claim 1; required limitation
of claims 2-7 and 15-18)

The quoted preamble language is limiting
as to the intentional purpose for which
the method must be performed, i.e.,
treating chronic lymphocytic leukemia
(CLL) or small lymphocytic leukemia
(SLL) in a human subject suffering
therefrom, which requires treating CLL
or SLL in a human subject, but does not
require a particular level of efficacy.
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7. “A method of treating a mantle cell The quoted preamble language is limiting
lymphoma (MCL) in a human subject as to the intentional purpose for which
suffering therefrom comprising the step | the method must be performed, i.e.,

of orally administering, to the human treating Mantle Cell Lymphoma (MCL)
subject” in a human subject suffering therefrom,
which requires treating MCL in a human
’083 Patent (claim 8; required limitation | subject suffering therefrom, but does not
of claims 9-14, 19-20) require a particular level of efficacy.
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DATED: March 13, 2023

MCCARTER & ENGLISH, LLP

/s/ Alexandra M. Joyce

Daniel M. Silver (#4758)
Alexandra M. Joyce (#6423)
Renaissance Centre

405 N. King Street, 8th Floor
Wilmington, DE 19801

T: (302) 984-6300
dsilver@mccarter.com
ajoyce@mccarter.com

David I. Berl

Stanley E. Fisher

Kevin Hoagland-Hanson
Sarahi Uribe

Min Kyung Jeon
WILLIAMS & CONNOLLY LLP
680 Maine Avenue SW
Washington, DC 20024
Phone: (202) 434-5083
dberl@wc.com
sfisher@wc.com
khoagland-hanson@wc.com
suribe@wec.com
mjeon@wc.com

Attorneys for Plaintiffs

K&L GATES LLP

/s/ Matthew B. Goeller

Steven L. Caponi (#3484)
Matthew B. Goeller (#6283)
600 King Street, Suite 901
Wilmington, DE 19801

(302) 416-7000
steven.caponi@klgates.com
matthew.goeller@klgates.com
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HEYMAN ENERIO GATTUSO &
HIRZEL LLP

/s/ Dominick T. Gattuso
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Dominick T. Gattuso (#3630)
300 Delaware Avenue, Suite 200
Wilmington, DE 19801

(302) 472-7300
dgattuso@hegh.law

Charles Klein

Jovial Wong

Claire Fundakowski

Sharon Lin

WINSTON & STRAWN LLP
1901 I Street NW
Washington, DC 20036
(202) 282-5000
cklein@winston.com
jwong@winston.com
cfundakowski@winston.com
slin@winston.com

Attorneys for Defendants Alembic
Pharmaceuticals Limited and Sandoz Inc.

PHILLIPS, MCLAUGHLIN & HALL

/sl Megan C. Haney

John C. Phillips, Jr. (No. 110)
Megan C. Haney (No. 5016)
1200 N. Broom Street
Wilmington, DE 19806

T: (302) 655-4200
jcp@pmhdelaw.com
mch@pmhdelaw.com
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Anil H. Patel

K&L GATES LLP

609 Main St., Suite 4150
Houston, TX 77002
(713) 815-7300
anil.patel@klgates.com

Peter Giunta

K&L GATES LLP

599 Lexington Avenue
New York, NY 10022
(212) 536-3900
peter.giunta@klgates.com

Harold Storey

Jenna Bruce

K&L GATES LLP

925 Fourth Avenue, Suite 2900
Seattle, WA 98104

(206) 623-7580
harold.storey@klgates.com
jenna.bruce@klgates.com

Attorneys for Defendants
Cipla Ltd. and Cipla USA Inc.

IT IS SO ORDERED this
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Richard J. Berman

Janine A. Carlan

Bradford C. Frese

Jieun Lee

ARENT FOX SCHIFF LLP
1717 K Street, NW
Washington, DC 20006-5344
Telephone: (202) 857-6000
richard.berman@afslaw.com
janine.carlan@afslaw.com
bradford.frese@afslaw.com
ji.lee@afslaw.com

Attorneys for Defendants

MSN Pharmaceuticals Inc. and MSN
Laboratories Private Limited

SEITZ, VAN OGTROP & GREEN, P.A.

/s/ James S. Green, Jr.

James S. Green, Jr. (#4406)

222 Delaware Avenue, Suite 1500
Wilmington, DE 19801

(302) 888-7607
jsgreen@svglaw.com

Christopher J. Sorenson
MERCHANT & GOULD P.C.
150 South Fifth Street, Suite 2200
Minneapolis, Minnesota 55402
(612) 332-5300
csorenson@merchantgould.com

Attorneys for Defendants Natco Pharma, Inc.

& Natco Pharma Limited

day of , 2023.

United States District Judge
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