UNITED STATES INTERNATIONAL TRADE COMMISSION
WASHINGTON, D.C.

Before the Honorable Clark S. Cheney
Chief Administrative Law Judge

In the Matter of

CERTAIN DRUG PRODUCTS
CONTAINING C-TYPE NATRIURETIC
PEPTIDE VARIANTS, AND COMPONENTS
THEREOF

Investigation No. 337-TA-1447

DISPUTED AND AGREED CLAIM CONSTRUCTIONS

Pursuant to the Amended Procedural Schedule (Order No. 17), the parties submit the
following chart of disputed and agreed constructions for claim terms of U.S. Patent No.

RE48,267 (“the RE’267 Patent”).
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APPENDIX A
Disputed Claim Constructions

Term

Complainant

Staff

Respondents

“CNP variant”

[claims 15-22, 31-49, and 54]

The preamble of claims 15-20
and 31-48 is non-limiting.

Construction not necessary.

Ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., a variant of C-type
natriuretic peptide (CNP).

The preamble of claims 15 and
18 1s limiting at least to the
extent it provides antecedent
basis for “the CNP variant”

Plain and ordinary meaning,
i.e., a version of C-type
natriuretic peptide that has
reduced affinity to NEP and/or
NPR-C, and reduced
susceptibility to cleave by NEP
and/or clearance by NPR-C,
but which has substantially
similar or better functionality
than wild-type CNP22

The preamble of claims 15 and
18 1s limiting.

C-type natriuretic peptide
comprising the amino acid
sequence that is Cys6 to Cys22
of CNP-22 along with any
modifications, substitutions,
deletions, or conjugations, and
that 1s capable of binding to
and activating NPR-B, and
thereby inducing cGMP
production

“formulation”

[claims 18-20 and 40-48]

The preamble of claims 18-20
and 40-48 1s non-limiting.

Construction not necessary.

See below. In the context of
“sustained release CNP variant
formulation,” ordinary and
customary meaning to a person
of ordinary skill in the art in
the context of the RE’267

The preamble of claim 18 is
limiting at least to the extent it
provides antecedent basis for
“the CNP variant”

Plain and ordinary meaning,
i.e., a pharmaceutical
composition of a CNP variant
and one or more
pharmaceutically acceptable

The preamble of claim 18 is
limiting

Plain and ordinary meaning,
i.e., a pharmaceutical
composition of a CNP variant
and one or more
pharmaceutically acceptable
excipients, carriers and/or
diluents
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Term

Complainant

Staff

Respondents

patent, i.e., a mixture
containing a system for
maintaining a relatively
constant level of CNP variant
over a desired time period.

excipients, carriers and/or
diluents

“sustained release CNP variant
formulation”

[claims 18-20 and 40-48]

The preamble of claims 18-20
and 40-48 is non-limiting.

Construction not necessary.

Ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., a mixture containing a
system for maintaining a
relatively constant level of
CNP variant over a desired
time period.

Plain and ordinary meaning,
i.e., a CNP variant formulation
that 1s formulated as a system
for maintaining a relatively
constant level of dosage over a
desired time period

a pharmaceutical composition,
which includes a CNP variant
coupled to synthetic polymeric
group through a hydrolysable
linkage, that 1s formulated in

a system known in the art for
maintaining a relatively
constant level of dosage over a
desired time period

“hydrolysis”

[claims 15-17 and 31-39]

Construction not necessary.

In the context of “hydrolysis of
the hydrolysable linkage,”
ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., chemical reaction in which
water reacts with another

Plain and ordinary

meaning, i.e., chemical
reaction in which water reacts
with another substance to form
two or more new substances

Plain and ordinary

meaning, i.e., reaction between
a compound and water in
which a bond in the compound
1s cleaved and the water
components (H" and OH") are
added where the bond was
broken
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Term

Complainant

Staff

Respondents

substance to form two or more
new substances.

“coupled to . . . through a
hydrolysable linkage”

[claims 15-20 and 31-48]

Construction not necessary.

In the context of “a synthetic
polymeric group coupled to the
CNP variant through a
hydrolysable linkage,”
ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., connected to the CNP
variant through a connection
capable of chemical reaction in
which water reacts with
another substance to form two
or more new substances.

Plain and ordinary

meaning, i.e., connected to the
CNP variant through a
connection capable of
chemical reaction in which
water reacts with another
substance to form two or more
new substances

Plain and ordinary

meaning, i.e., connected to the
CNP variant through a
chemical bond cleaved by the
addition of a water molecule

“macromolecule”

[claims 15-17 and 31-39]

The preamble of claims 15-17
and 31-39 is non-limiting.

Construction not necessary.

Ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., molecule with a molecular
mass greater than a few
thousand daltons.

The preambles of the claims
are not limiting with respect to
the term “macromolecule”

Plain and ordinary meaning,
i.e., molecule with a molecular
mass greater than a few
thousand daltons

The preambles of the claims
are limiting.

a functionally active molecule
with a molecular mass greater
than a few thousand daltons
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Term

Complainant

Staff

Respondents

“synthetic polymeric group”

[claims 15-20 and 31-48]

Construction not necessary.

Ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., a man-made large
molecule formed by the
polymerization of molecules of
low molecular mass.

Plain and ordinary meaning,
i.e., a man-made large
molecule formed by the
polymerization of molecules of
low molecular mass

a man-made large molecule
formed by the polymerization
of molecules of low molecular
mass that, when coupled to
CNP, confers NEP resistance
to CNP while retaining CNP’s
functionality

“contacting the / a cell”

[claims 21, 22, 49, and 54]

Construction not necessary.

Ordinary and customary
meaning to a person of
ordinary skill in the art in the
context of the RE’267 patent,
i.e., contacting the / a cell,
including NPR-B

Plain and ordinary meaning,
i.e., touching the / a cell itself

Plain and ordinary meaning,
i.e., touching the / a cell itself
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APPENDIX B
Agreed Claim Constructions

Term

Agreed Construction

“overcoming cell growth arrest”

[claims 22 and 54]

Ordinary and customary meaning/plain and ordinary meaning,
i.e., at least partially reversing cell growth arrest.

“wherein the CNP variant is selected from the group consisting
of” / “with a CNP variant selected from the group consisting of”

[claims 15-22, 31-49, and 54]

Ordinary and customary meaning/plain and ordinary meaning,
i.e., CNP variant chosen from the following closed group of
alternative members.

The preambles of claims 21, 22, 49, and 54

The preambles of claims 21, 22, 49, and 54 are limiting.
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Dated: September 22, 2025

/s/ Kecia J. Reynolds

Eric W. Dittmann

Isaac S. Ashkenazi

Krystina L. Ho

Magda Vasiadi

PAUL HASTINGS LLP
MetLife Building

200 Park Avenue

New York, New York 10166
Tel: 212-318-6000

Kecia J. Reynolds
Naveen Modi

Brandon Howell
Gabrielle Landes

Charles S. Ziscovici
PAUL HASTINGS LLP
2050 M Street NW
Washington, DC 20036
Tel: 202-551-1700

Jennifer Koh

PAUL HASTINGS LLP
4655 Executive Dr.

Suite 350

San Diego, CA 92121
Tel: 858-458-3000

Ryan Meuth

PAUL HASTINGS LLP
200 Clarendon St., 49" Floor
Boston, MA 02116

Candace Polster

PAUL HASTINGS LLP
71 South Wacker Drive
Suite 4500

Chicago, IL 60606

Counsel for BioMarin Pharmaceutical Inc.
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Respectfully submitted,

/s/ Uma Everett

J.C. Rozendaal

Michael Joffre

Deirdre M. Wells

Uma Everett

Josephine Kim

Kristina Caggiano Kelly
STERNE, KESSLER, GOLDSTEIN &
FOX, P.L.L.C.

1101 K Street, NW, 10™ Floor
Washington, DC 20005

Tel: 202-371-2600

Jamie D. Underwood

Michael A. David

LATHAM & WATKINS LLP

555 Eleventh Street, NW, Suite 1000
Washington, D.C. 20004-1304

(202) 637-2200
jamie.underwood@lw.com
michael.david@lw.com

Counsel for Respondents Ascendis Pharma,
Inc., Ascendis Pharma A/S, and Ascendis
Pharma Growth Disorders A/S
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/s/ Kathryn R. Judson

Mareesa A. Frederick

FINNEGAN, HENDERSON, FARABOW,
GARRETT & DUNNER LLP

901 New York Avenue, NW

Washington, DC 20001-4413

Tel: 202-408-4000

John D. Livingstone

Kathryn R. Judson

FINNEGAN, HENDERSON, FARABOW,
GARRETT & DUNNER LLP

271 17" St. NW, Suite 1400

Atlanta, GA 30363-6209

Tel: 404-463-653-6400

Counsel for Respondent Wacker BioTech
GmbH

/s/ Nana Liu

Siegmund Gutman

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
2049 Century Park East, Suite 300
Los Angeles, CA 90067

Tel: (310) 586-3200

Michael T. Renaud

Thomas Wintner

Adam S. Rizk

Michael C. Newman
Matthew A. Karambelas
James J. Thomson

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
One Financial Center

Boston, MA 02111

Tel: 617-542-6000

Nana Liu

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC

44 Montgomery Street, 36th Floor
San Francisco, CA 94104

Tel: 415-432-6013
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Counsel for Respondent Bachem AG

/s/ Jennifer M. Dienes

David O. Lloyd, Acting Director

Anne Goalwin, Supervisory Attorney
Jennifer M. Dienes, Investigative Attorney
OFFICE OF UNFAIR IMPORT
INVESTIGATIONS

U.S. International Trade Commission

500 E. Street, S.W., Suite 401
Washington, D.C. 20436

(202) 708-5408




CERTIFICATE OF SERVICE

I certify that on this day, a true and correct copy of the foregoing document was filed
with the Commission and served upon the following parties as indicated:

The Honorable Lisa Barton v" Via EDIS
Secretary
U.S. International Trade Commission Received 8:45 a.m. on 9/23/25

500 E Street, S.W.
Washington, D.C. 20436

The Honorable Clark S. Cheney v' Via EDIS
Chief Administrative Law Judge v" Via Electronic Mail:
U.S. International Trade Commission Cheney1447@usitc.gov

500 E Street, SSW., Room 317
Washington, D.C. 20436

Jennifer Dienes, Esq. v" Via E-mail:
Investigative Attorney jennifer.dienes@usitc.gov
Office of Unfair Import Investigations
U.S. International Trade Commission
500 E Street, S.W., Room 401
Washington, D.C. 20436

Counsel for Respondents Ascendis Pharma,
Inc., Ascendis Pharma A/S, and Ascendis v'Via E-mail:
Pharma Growth Disorders A/S
Ascendis-Litigation@sternekessler.com
J.C. Rozendaal
Michael Joffre ascendisitc.Iwteam@lw.com
Josephine Kim

Deirdre Wells

Kristina Caggiano Kelly

STERNE, KESSLER, GOLDSTEIN & FOX
P.L.L.C.

1101 K Street, NW

Washington, D.C. 20005

Jamie D. Underwood

Michael A. David

LATHAM & WATKINS LLP

555 Eleventh Street, NW, Suite 1000
Washington, D.C. 20004-1304

Counsel for Respondent Wacker Biotech
GmbH v'Via Email:
FH-BioMarin-Wacker-ITC@finnegan.com
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Mareesa A. Frederick

FINNEGAN, HENDERSON, FARABOW
GARRETT & DUNNER, LLP

901 New York Avenue, N.W.
Washington, D.C. 20001-4413

John D. Livingstone

Kathryn R. Judson

FINNEGAN, HENDERSON, FARABOW,
GARRETT & DUNNER, LLP

271 17™ St. NW, Suite 1400

Atlanta, Georgia 30363-6209

Counsel for Respondent Bachem AG v'Via Email:
Bachem-itc@mintz.com
Siegmund Gutman

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
2049 Century Park East, Suite 300
Los Angeles, CA 90067

Tel: (310) 586-3200

Michael T. Renaud

Thomas Wintner

Adam S. Rizk

Michael C. Newman
Matthew A. Karambelas
James J. Thomson

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC
One Financial Center

Boston, MA 02111

Tel: 617-542-6000

Nana Liu

MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO PC

44 Montgomery Street, 36th Floor
San Francisco, CA 94104

Tel: 415-432-6013

Dated: September 22, 2025 /s/ Judith Best
Judith Best, Paralegal Specialist
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