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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

GENENTECH, INC.,

)
)
)
Plaintiff, )
) C.A. No. 18-924-CFC-SRF
V. )
I
AMGEN INC., )
)
Defendant. ) PUBLIC VERSION FILED: March 6, 2020
)

PLAINTIFF GENENTECH, INC.’S ANSWER TO DEFENDANT AMG EN INC.’S
COUNTERCLAIMS

Plaintiff and Counterclaim Defendant Genentech, (f6enentech” or “Plaintiff”)
hereby submits this Answer to the CounterclaimBefendant and Counterclaim Plaintiff
Amgen Inc. (“Amgen” or “Defendant”) (D.l. 366, hemafter “Counterclaims”).

Amgen’s Answer to Genentech’s Third Amended Complmicludes fourteen
affirmative defenses, to which no response is requi To the extent a response is required,
Genentech denies all of the allegations of Amgaffismative defenses and reserves the right to
introduce evidence rebutting those allegations.

Each of the paragraphs below corresponds to the sambered paragraphs (each a
“Paragraph”) in the Counterclaims. Genentech deeseh and every allegation in the
Counterclaims, including without limitation allegats appearing in headings, subheadings, and
footnotes, except as expressly admitted hereinspadifically deny that Defendant is entitled to
the relief sought in its Prayer for Relief. Gersatt reserves the right to amend or supplement

this Answer. Genentech responds to the Counterslas follows:
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ANSWER TO DEFENDANT'S COUNTERCLAIMS

THE PARTIES

1. Admitted, upon information and belief.

2. Admitted.

JURISDICTION AND VENUE

3. Genentech admits that Amgen purports to base itstecclaims on the cited sections of
the United States Code. The remaining allegatidiaragraph 3 are legal conclusions to which
no response is required. To the extent that arsspis deemed required, Genentech admits that
the Court has subject matter jurisdiction over Anig€ounterclaims.

4. Genentech admits that it contends in its Complhiat venue is proper in this District.

The remaining allegations of Paragraph 4 are legatlusions to which no response is required.
To the extent that a response is deemed requiregkdech admits that venue is proper in this

District.

FACTUAL BACKGROUND

5. Genentech admits that Paragraph 5 quotes fronotirees cited (FDA, What are
“Biologics” Questions and Answers (Aug. 5, 2015)pH/www.fda.gov/aboutfda/centersoffices/
officeofmedicalproductsandtobacco/cber/ucm1330#),hivhich speaks for itself. Upon
information and belief, Genentech admits that Amgeas founded in 1980. Genentech lacks
knowledge sufficient to admit or deny the remainatiggations set forth in Paragraph 5, and
therefore denies them.

6. Upon information and belief, Genentech admits tkragen has developed biologic

medicines and has received FDA approval of drugkarast twenty years. Genentech lacks
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knowledge sufficient to admit or deny the remainatiggations set forth in Paragraph 6, and
therefore denies them.

7. Upon information and belief, Genentech admits thatarticle cited in Paragraph 7
appears to be a press release dated Decemberlll9, @@nentech refers to that document for its
contents. Genentech lacks knowledge sufficieatdimit or deny the remaining assertions set
forth in Paragraph 7, and therefore denies them.

8. Genentech lacks knowledge sufficient to admit arydde assertions set forth in
Paragraph 8, and therefore denies them.

Congress Enacts Legislation Creating a Regulatorydhway for Biosimilar Biological
Products

9. Genentech admits that the BPCIA provides a pratessigh which an applicant may file
an abbreviated biologics license application, idolg FDA review and approval of biosimilar
products and a process for resolving patent disptiigg may arise with respect to such products.
Genentech further states that the remaining all@gabf Paragraph 9 are legal conclusions to
which no response is required. Genentech furtia¢esthat the BPCIA speaks for itself.

10. Genentech admits that Paragraph 10 quotes a serftentSandoz Inc. v. Amgen Inc.,

137 S. Ct. 1664, 1669 (2017), which speaks fotfitse

11.Genentech admits that 42 U.S.C. § 262(k) desctheesequirements for regulatory
approval of a biological product. Genentech furdtates that Paragraph 11 contains legal
conclusions to which no response is required. Gecarfurther states that the statute speaks for
itself.

12.Genentech admits that the BPCIA sets forth a psofmesesolving patent disputes that
may arise with respect to biosimilar products, tinad Paragraph 12 quotes a sentence from

Sandoz Inc. v. Amgen Inc., 137 S. Ct. 1664, 1670 (2017), which speaks faifit Genentech
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further states that Paragraph 12 contains legallgsions to which no response is required.
Genentech further states that the BPCIA statutekspr itself. To the extent that a further
response is deemed required, Genentech deniesrtiagning allegations of Paragraph 12.

13.Genentech admits that the BPCIA sets forth a pofesesolving patent disputes that
may arise with respect to biosimilar products. &wech further states that Paragraph 13
contains legal conclusions to which no responseqaired. Genentech further states that the
BPCIA statute speaks for itself. To the extent ehurther response is deemed required,
Genentech denies the remaining allegations of Paphadl 3.

14.Genentech admits that the BPCIA sets forth a psofesesolving patent disputes that
may arise with respect to biosimilar products. &wech further states that Paragraph 14
contains legal conclusions to which no responseqaired. Genentech further states that the
BPCIA statute speaks for itself. To the extent ehurther response is deemed required,
Genentech denies the remaining allegations of Papadl4.

15. Genentech admits that the BPCIA sets forth a psofesesolving patent disputes that
may arise with respect to biosimilar products. &@wach further states that Paragraph 15
contains legal conclusions to which no responseqaired. Genentech further states that the
BPCIA statute speaks for itself. To the extent ehurther response is deemed required,
Genentech denies the remaining allegations of PaphdL5.

The Parties’ Exchanges Following the Filing of Amge's Subsection (k) Application for
Approval of Its Biosimilar Product

16.Genentech admits, upon information and belief, that~DA notified Amgen that it had
accepted Amgen’s aBLA for review (BBl Genentech lacks knowledge
sufficient to admit or deny the remaining assesieat forth in Paragraph 16, and therefore

denies them.
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17.Genentech admits that it received a letter from Amdated October 16, 2017 that
purported to provide Amgen’s disclosure of inforimoatpursuant to 42 U.S.C. § 262(I)(2)(A).
Genentech states that the letter speaks for it&hentech admits that Genentech received a
e
e
I Gonentech further stat#sat Paragraph 17 contains legal conclusions to
which no response is required. Genentech deniegthaining allegations of Paragraph 17.
18.Genentech admits that it sent a letter to AmgeadiAlovember 20, 2017 that identified
deficiencies in Amgen’s production of manufacturinfprmation. Genentech states that the
letter speaks for itself. Genentech denies themn@ng allegations of Paragraph 18.
19.Genentech admits that it received a letter from Amdated December 1, 2017.
Genentech states that the December 1, 2017 lpeaks for itself. Genentech admits that
Amgen provided an additional letter || || | . Genentech states that ||
I ctter speaks for itself. Genentech detiesremaining allegations of Paragraph 19.
20.Genentech admits that it provided Amgen with adfs36 patents pursuant to 42 U.S.C.
8 262()(3)(A) on December 15, 2017. Genentech admitsitisaipplemented its § 282(3)(A)
list to include U.S. Patent No. 9.868,760 on Fely$a 2018. Genentech admits that after its
February 6, 2018 supplement, its 8 2K3((A) list included a total of 37 patents. Getsan

admits that it maintains that Amgen did not compith Amgen’s disclosure obligations under

8 262()(2)(A). Genentech denies the remaining allegatimihParagraph 20.

21.Genentech admits that it received letters from Amdzete iGN
I Genentech

denies the remaining allegations of Paragraph 21.
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