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Tips for Optimal Quality

Sound Quality
If you are listening via your computer speakers, please note that the quality 
of your sound will vary depending on the speed and quality of your internet 
connection.

If the sound quality is not satisfactory, you may listen via the phone: dial 
1-877-447-0294 and enter your Conference ID and PIN when prompted.
Otherwise, please send us a chat or e-mail sound@straffordpub.com immediately
so we can address the problem.

If you dialed in and have any difficulties during the call, press *0 for assistance.

Viewing Quality
To maximize your screen, press the ‘Full Screen’ symbol located on the bottom 
right of the slides. To exit full screen, press the Esc button.
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Continuing Education Credits

In order for us to process your continuing education credit, you must confirm your 
participation in this webinar by completing and submitting the Attendance 
Affirmation/Evaluation after the webinar. 

A link to the Attendance Affirmation/Evaluation will be in the thank you email 
that you will receive immediately following the program.

For additional information about continuing education, call us at 1-800-926-7926 
ext. 2.
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Program Materials

If you have not printed the conference materials for this program, please 
complete the following steps:

• Click on the link to the PDF of the slides for today’s program, which is located 
to the right of the slides, just above the Q&A box.

• The PDF will open a separate tab/window.  Print the slides by clicking on the 
printer icon.

FOR LIVE EVENT ONLY



Disclaimer

These materials have been prepared solely for educational and entertainment purposes 
to contribute to the understanding of U.S. intellectual property law. These materials 
reflect only the personal views of the authors and are not individualized legal advice. It is 
understood that each case is fact specific, and that the appropriate solution in any case 
will vary. Therefore, these materials may or may not be relevant to any particular 
situation. Thus, the authors and Finnegan, Henderson, Farabow, Garrett & Dunner, LLP 
(including Finnegan Europe LLP, and Fei Han Foreign Legal Affairs Law Firm) cannot be 
bound either philosophically or as representatives of their various present and future 
clients to the comments expressed in these materials. The presentation of these materials 
does not establish any form of attorney-client relationship with these authors. While 
every attempt was made to ensure that these materials are accurate, errors or omissions 
may be contained therein, for which any liability is disclaimed.
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Biologics Price Competition and Innovation Act 
(BPCIA)

• Title VII, Subtitle A of the Patient Protection and Affordable Care Act, 
Pub. L. No. 111-148, 124 Stat. 119, §§ 7001-03.

• Amends § 351 of the PHS Act (42 USC § 262). 

• Signed into law on March 23, 2010.

• Created an abbreviated approval pathway for follow-on biological 
products shown to be “biosimilar” to, or “interchangeable” with, an 
FDA-licensed reference biological product. 
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Two Pathways to Approval
• New Biological Products – approved via Biologics License Applications 

(BLAs) submitted under § 351(a).
• Must provide clinical data demonstrating safety and efficacy. 

• Biosimilar/Interchangeable Products – approved via BLAs submitted 
under § 351(k) (“abbreviated BLA” or “aBLA”).
• Must provide data demonstrating that product is biosimilar or 

interchangeable to the reference product. 
• Applicant relies on safety and efficacy data for reference product.
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“Biosimilar” and “Interchangeable”
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“Biosimilar”
§351(i) 

“Interchangeable”
§351 (i) and (k)(4)

the biological product is highly similar to 
the reference product notwithstanding 
minor differences in clinically inactive 
components; and

the biological product may be substituted 
for the reference product without the 
intervention of the health care provider 
who prescribed the reference product,

there are no clinically meaningful 
differences between the biological product 
and the reference product in terms of the 
safety, purity, and potency of the product.

can be expected to produce the same 
clinical result as the reference product in 
any given patient, and 

for a biological product that is administered 
more than once … the risk in terms of safety 
or diminished efficacy of … switching 
between use of the [biosimilar] and the 
reference product is not greater than the 
risk of using the reference product without 
such … switch.



FDA Permits Labeling Carve-outs for 
Biosimilars/Interchangeables

• No requirement that a biosimilar product have the same labeling as the 
reference product.

― A biosimilar can be licensed for fewer than all of the conditions of use for which the 
reference product is licensed if such conditions are patent-protected

― See Labeling for Biosimilar Products Guidance for Industry, July 2018.
― “Biosimilar product labeling should incorporate relevant data and information from the 

reference product labeling, including clinical data that supported FDA’s finding of safety and 
effectiveness of the reference product.”

― “The relevant data and information from the reference product labeling that should be 
incorporated into the biosimilar product labeling will depend on whether the applicant is 
seeking licensure for all conditions of use (e.g., indication(s), dosing regimen(s)) or fewer 
than all conditions of use of the reference product for the biosimilar product.”

10



Timelines for Review of Submissions
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• FDA will approve new biosimilar/interchangeable 351(k) BLAs within 10 months after 
completing its initial filing review.

• FDA will approve supplements to licensed biosimilar or interchangeable 351(k) BLAs
seeking to license additional indications for which the reference product has been 
licensed within 6 months.
• Biosimilars and Interchangeable Biosimilars: Licensure for Fewer Than All Conditions of Use for 

Which the Reference Product Has Been Licensed Guidance for Industry, Draft Guidance for 
Industry, February 2020 

aBLA
submission

FDA 
decision

10 months

FDA 
filing review

60 days

FDA decision 
(new indications)

6 months



Authorized (Unbranded) & Transition Biologics

• Authorized biologics may be marketed under sponsor’s 351(a) application, 
just like “authorized generics.” 
• “Unbranded biologic”
• Same as product marketed under the BLA, but no formal interchangeability 

determination.

• FDA’s “Deeming” Guidance issued March 2020. 
• As of March 23, 2020, all applications for approval of biologics submitted under New 

Drug Application provisions are “deemed” BLAs under 351(a).
• Holders of such “transition” NDAs can convert to 351(k) applications if another 

reference product already exists. 

12



Reference Product Exclusivity
• No 351(k) application can be filed until 4 years after the date the reference product 

was first licensed.
• No 351(k) application can be approved until 12 years after the date the reference 

product was first licensed.
• Pediatric Exclusivity – 4- and 12-year periods can be extended by 6 months each.
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Does not apply to: 
• (i) a supplement for the biological product that is the reference product; or

• (ii) a subsequent application filed by the same sponsor or manufacturer of the 
biological product that is the reference product (or a licensor, predecessor in interest, 
or other related entity) for—

― (I) a change (not including a modification to the structure of the biological product) that 
results in a new indication, route of administration, dosing schedule, dosage form, 
delivery system, delivery device, or strength; or

― (II) a modification to the structure of the biological product that does not result in a 
change in safety, purity, or potency.



Reference Product Exclusivity (cont.)

• Before amendments: The draft 
guidance from 2014 lays out the 
factors and considerations for how 
FDA determines the date of “first 
licensure” for a reference product for 
purposes of granting a period of 12-
year exclusivity.

• Also, FDA’s practice was to 
decline to issue any exclusivity 
determinations for newly 
approved biological products 
except in limited circumstances 
involving regulatory necessity or 
certain requests.

14

Amendment: “For each biological 
product included on the list 
published under this subparagraph, 
the Secretary shall specify each 
exclusivity period…for which the 
Secretary has determined such 
biological product to be eligible and 
has not concluded.” 

Question:  must FDA proactively
determine exclusivity periods for all 
products listed in the Purple Book?



Exclusivity for First Interchangeable Product

• First 351(k) applicant to obtain FDA approval as interchangeable is 
eligible for marketing exclusivity.

• Subsequent applications for interchangeable product  cannot be 
approved for one year.

• Does not prevent approval of biosimilar products based on the same 
reference product.

• No interchangeable products yet approved.
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Licensed Biosimilars
Biosimilar Name Approval Date Reference Product

Hulio (adalimumab-fkjp) July 2020 Humira (adalimumab)

Abrilada (adalimumab-afzb) November 2019 Humira (adalimumab)

Hadlima (adalimumab-bwwd) July 2019 Humira (adalimumab)

Hyrimoz (adalimumab-adaz) October 2018 Humira (adalimumab)

Cyltezo (Adalimumab-adbm) August 2017 Humira (adalimumab)

Amjevita (Adalimumab -atto) September 2016 Humira (adalimumab)

Kanjinti (trastuzumab-anns) June 2019 Herceptin (trastuzumab)

Trazimera (trastuzumab-qyyp) March 2019 Herceptin (trastuzumab)

Ontruzant (trastuzumab-dttb) January 2019 Herceptin (trastuzumab)

Herzuma (trastuzumab-pkrb) December 2018 Herceptin (trastuzumab)

Ogivri (trastuzumab-dkst) December 2017 Herceptin (trastuzumab)

Nyvepria (pegfilgrastim-apgf) June 2020 Neulasta (pegfilgrastim)

Ziextenzo (pegfilgrastim-bmez) November 2019 Neluasta (pegfilgrastim)

Udenyca (pegfilgrastim-cbqv) November 2018 Neulasta (pegfilgrastim)

Nivestym (filgrastim-aafi) July 2018 Neupogen (filgrastim)

Fulphila (pegfilgrastim-jmdb) June 2018 Neluasta (pegfilgrastim)

Zarxio (Filgrastim-sndz) March 2015 Neupogen (filgrastim)
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Biosimilar Name Approval Date Reference Product

Retacrit (epoetin alfa-epbx) May 2018 Epogen (epoetin-alfa)

Zirabev (bevacizumab-bvzr) June 2019 Avastin (bevacizumab)

Mvasi (Bevacizumab-awwb) September 2017 Avastin (bevacizumab)

Eticovo (etanercept-ykro) April 2019 Enbrel (etanercept)

Erelzi (Etanercept-szzs) August 2016 Enbrel (etanercept)

Riabni (rituximab-arrx) December 2020 Rituxan (rituximab)

Avsola (infliximab-axxq) December 2019 Remicade (infliximab)

Ruxience (rituximab-pvvr) July 2019 Rituxan (rituximab)

Truxima (rituximab-abbs) November 2018 Rituxan (rituximab)

Inflectra (Infliximab-dyyb) April 2016 Remicade (infliximab)

Renflexis (Infliximab-abda) May 2017 Remicade (infliximab)

Ixifi (infliximab-qbtx) December 2017 Remicade (infliximab)

17
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The Purple Book
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As of February 2020, online searchable database containing information about all 
FDA-licensed biological products, https://purplebooksearch.fda.gov/

Contains information about all FDA-licensed biological products regulated by CDER, 
including any biosimilar and interchangeable biological products, licensed (approved) 
by the FDA and FDA-licensed allergenic, cellular and gene therapy, hematologic, and 
vaccine products regulated by CBER.

https://purplebooksearch.fda.gov/


2021 Consolidated Appropriations Act: 
Biological Product Patent Transparency 

• Within 180 days of enactment on Dec. 27, 2020, FDA must publish a list of all 
approved biologic (including biosimilar and interchangeable) products that includes:
• Nonproprietary name;
• Date of licensure and application number;
• Licensure and marketing status; and
• Exclusivity periods.

• FDA must update the list every 30 days.

• Reference product sponsor must provide FDA all patent lists provided to biosimilar 
applicants as part of the “patent dance” within 30 days of providing to applicant. 
(patent number and expiration date of each patent identified by the BLA holder in 
either original or supplemental list).
• Patent information is then listed in the Purple Book.

19

Previously, this exchange of 
information had been 

undertaken confidentially 
between the reference product 
BLA holder and the biosimilar 

applicant. 



• If license of biological product revoked or suspended, it may not be published 
in list. 
• If already published, RPS must notify FDA and biological product will be removed and 

notice of removal published in Federal Register.

• Within three years after enactment, FDA will seek public input on the 
information in the Purple Book and will submit a report to Congress.

• Of note: 
• No requirement for RPS to provide patent info when there is no patent dance.
• No consequences outlined for situation where RPS fails to provide the list to the FDA.
• Look for updates to Purple Book listings at the end of June 2021. 

20

2021 Consolidated Appropriations Act: 
Biological Product Patent Transparency (cont.) 



FDA Guidance
https://purplebooksearch.fda.gov/faqs; https://www.fda.gov/regulatory-information/search-fda-guidance-documents

• Draft Guidance: Additional Draft Q&As on Biosimilar Development and the BPCIA (Nov. 2020)

• Guidance: The “Deemed To Be A License” Provision of the BPCIA, Questions and Answers (March 2020)

• Draft Guidance: Promotional Labeling and Advertising Considerations for Prescription Biological Reference and Biosimilar Products Questions and Answers (Feb. 
2020)

• Biosimilars and Interchangeable Biosimilars: Licensure for Fewer Than All Conditions of Use for Which the Reference Product Has Been Licensed Guidance for 
Industry, Draft Guidance for Industry (Feb. 2020) 

• Development of Therapeutic Protein Biosimilars: Comparative Analytical Assessment and Other Quality-Related Considerations; Draft Guidance for Industry, 
CDER/CBER,  May 2019

• Considerations in Demonstrating Interchangeability With a Reference Product; Guidance for Industry, CDER/CBER,  May 2019

• New and Revised Draft Q&As on Biosimilar Development and the BPCI Act (Revision 2), Draft Guidance for Industry, CDER/CBER, December 2018

• Questions and Answers on Biosimilar Development and the BPCI Act; Guidance for Industry, CDER/CBER, December 2018

• Labeling for Biosimilar Products Guidance for Industry July 2018

• Considerations in Demonstrating Interchangeability With a Reference Product; Draft Guidance for Industry, CDER/CBER, January 2017

• Clinical Pharmacology Data to Support a Demonstration of Biosimilarity to a Reference Product; Guidance for Industry, CDER/CBER, December 2016

• Scientific Considerations in Demonstrating Biosimilarity to a Reference Product; Guidance for Industry, CDER/CBER, April 2015

• Quality Considerations in Demonstrating Biosimilarity of a Therapeutic Protein Product to a Reference Product; Guidance for Industry, CDER/CBER, April 2015

• Reference Product Exclusivity for Biological Products Filed Under Section 351(a) of the PHS Act; Draft Guidance for Industry, CDER/CBER, August 2014

https://purplebooksearch.fda.gov/faqs
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances
https://www.fda.gov/vaccines-blood-biologics/general-biologics-guidances/biosimilars-guidances


GlaxoSmithKline LLC v. Teva Pharmaceuticals 
USA, Inc.

• Fed. Cir. Case Nos. 2018-1976, 2018-2023

• Original panel decision Oct. 2, 2020.  Panel rehearing granted – panel 
decision vacated; oral argument heard Feb. 23, 2021

• GSK’s RE40,000 Reissue Patent:

1. A method of decreasing mortality caused by congestive heart failure in a patient in 
need thereof which comprises administering a therapeutically acceptable amount of 
carvedilol in conjunction with one or more other therapeutic agents, said agents being 
selected from the group consisting of an angiotensin converting enzyme inhibitor (ACE), a 
diuretic, and digoxin,

wherein the administering comprises administering to said patient daily maintenance 
dosages for a maintenance period to decrease a risk of mortality caused by congestive 
heart failure, and said maintenance period is greater than six months.



GlaxoSmithKline LLC v. Teva Pharmaceuticals 
USA, Inc.

• Coreg® (carvedilol) approved for: 1) hypertension; 2) congestive
heart failure; 3) Left ventricular dysfunction following myocardial
infarction

• Teva partial label “carved-out” the indication for congestive heart
failure

• Teva argued that its partial label did not induce infringement of ’000
patent

• GSK relied on Teva press releases, product catalogs, and physician
testimony



GlaxoSmithKline LLC v. Teva Pharmaceuticals 
USA, Inc.

• Jury trial, resulting in verdict of willful infringement of RE 
’000 patent including during the partial label period

• Teva filed renewed motion for judgment as a matter of 
law (JMOL) or, in the alternative, new trial

• Judge Stark granted Teva’s motion for JMOL. 
GlaxoSmithKline LLC v. Teva Pharms. USA, Inc., 313 F. Supp. 3d 582 
(D. Del. 2018).



GlaxoSmithKline LLC v. Teva Pharmaceuticals 
USA, Inc.

• Original panel decision reversed JMOL of non-infringement

• Majority opinion in original (since vacated) panel decision:
• “The district court applied an incorrect legal standard, for precedent 

makes clear that when the provider of an identical product knows of 
and markets the same product for intended direct infringing activity 
the criteria of induced infringement are met.  There was ample record 
evidence of promotional materials, press releases, product catalogs, 
the FDA labels, and testimony of witnesses from both sides, to support 
the jury verdict of inducement to infringe the designated claims for the 
period of the ’000 reissue patent.”

976 F.3d 1347, 1355 (Fed. Cir. 2020)



GlaxoSmithKline LLC v. Teva Pharmaceuticals 
USA, Inc.

• Implications for biosimilars?
• FDA permits carved out labels for biosimilars
• Consider additional evidence of inducement beyond the 

label, including press releases and promotional 
materials from biosimilar



BPCIA - Infringement

“It shall be an act of infringement to submit…
• (i) with respect to a patent that is identified in the list of patents described in section 351(l)(3) of the 

Public Health Service Act (including as provided under section 351(l)(7) of such Act), an application seeking 
approval of a biological product, or

• (ii) if the applicant for the application fails to provide the application and information required under 
section 351(l)(2)(A) of such Act, an application seeking approval of a biological product for a patent that 
could be identified pursuant to section 351(l)(3)(A)(i) of such Act, if the purpose of such submission is to 
obtain approval under such Act to engage in the commercial manufacture, use, or sale of a…biological 
product claimed in a patent or the use of which is claimed in a patent before the expiration of such patent.”

“It shall be an act of infringement to submit…
• an application under section 505(j) of the Federal Food, Drug, and Cosmetic Act or described in section 

505(b)(2) of such Act for a drug claimed in a patent or the use of which is claimed in a patent,… if the 
purpose of such submission is to obtain approval under such Act to engage in the commercial manufacture, 
use, or sale of a drug…claimed in a patent or the use of which is claimed in a patent before the expiration of 
such patent.”

27

35 U.S.C. § 271(e)(2)(C).



Remedies for (e)(2) Infringement

“(A) the court shall order the effective date of any approval of the drug or veterinary biological product 
involved in the infringement to be a date which is not earlier than the date of the expiration of the patent
which has been infringed,
(B) injunctive relief may be granted against an infringer to prevent the commercial manufacture, use, offer to 
sell, or sale within the United States or importation into the United States of an approved drug, veterinary 
biological product, or biological product,
(C) damages or other monetary relief may be awarded against an infringer only if there has been commercial 
manufacture, use, offer to sell, or sale within the United States or importation into the United States of an 
approved drug, veterinary biological product, or biological product, and
(D) the court shall order a permanent injunction prohibiting any infringement of the patent by the biological 
product involved in the infringement until a date which is not earlier than the date of the expiration of the 
patent that has been infringed under paragraph (2)(C), provided the patent is the subject of a final court 
decision…in an action for infringement of the patent under section 351(l)(6) of such Act, and the biological 
product has not yet been approved because of section 351(k)(7) of such Act.

The remedies prescribed by subparagraphs (A), (B), (C), and (D) are the only remedies which may be granted 
by a court for an act of infringement described in paragraph (2), except that a court may award attorney fees
under section 285.”

28

35 U.S.C. § 271(e)(4).



BPCIA Litigation

aBLA filed FDA accepts aBLA for review

1, 2
(20 days)

Applicant provides 
confidential info to reference 

product sponsor (RPS)

3A
(60 days)

RPS provides patent list

3B
(60 days)

Applicant provides patent list 
and detailed statement

3C
(60 days)

RPS provides detailed 
statement

4
RPS and applicant negotiate 

final list of patents

5
[[OR - no agreement after 15 

days, applicant identifies 
number of patents; 

simultaneous exchange]]

6
(30 days)

RPS files suit

8A
(180 days before first 

commercial marketing)
Applicant provides notice

8B, 9A
RPS can seek injunction as to 

patent on 3A or 3B list but 
not on 4 or 5 list; applicant 
or RPS can file DJ action on 

same
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42 U.S.C. § 262(l)



BPCIA Litigation
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BPCIA Litigation
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42 U.S.C. § 262(l).



Compare to Hatch-Waxman Litigation

NDA holder lists patents in 
FDA’s Orange Book

Applicant files ANDA or 
505(b)(2) with paragraph IV 

(PIV) certification

(20 days)
Applicant provides PIV notice 

to NDA holder and patent 
owners with Offer of 

Confidential Access to 
application

(45 days)
NDA holder and patent 

owners file suit; 30-month 
stay of approval

32



Hatch-Waxman/BPCIA Comparison: Litigation

Hatch-Waxman Litigation BPCIA Litigation

How does applicant 
provide notice of its 
application?

Paragraph IV notice with 
Offer of Confidential Access

Patent dance – provides 
confidential information

When does applicant 
provide position? Paragraph IV notice Patent dance – statement

Which patents are 
litigated? Orange Book Patent dance – patent lists

Does suit automatically 
stay approval? 30-Month stay May seek preliminary 

injunction
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Settlement

Reference product sponsor and biosimilar applicant must submit 
information about BPCIA litigation settlement to FTC and DOJ.

Same provisions that apply to Hatch-Waxman litigations.

34

Patient Right to Know Drug Prices Act, Public Law No. 115-263 (Oct. 10, 2018); 
Support for Patients and Communities Act, Public Law No. 115-271 (Oct. 24, 2018).

See also, Joint FDA-FTC Statement Regarding Collaboration to Advance Competition in the Biologic Marketplace, Feb. 3, 2020, 
https://www.ftc.gov/public-statements/2020/02/joint-fda-ftc-statement-regarding-collaboration-advance-competition

https://www.ftc.gov/public-statements/2020/02/joint-fda-ftc-statement-regarding-collaboration-advance-competition


Confidential Information

35

Applicant “shall provide…a copy of the application…and such other 
information that describes the process or processes used to 
manufacture the biological product that is the subject of such 
application”

Applicant “may provide…additional information requested by or on 
behalf of the reference product sponsor”

Applicant “shall provide…any other information that the…applicant 
determines, in its sole discretion, to be appropriate”

42 U.S.C. § 262(l)(1)(B)(i), (l)(2).



RPS Does Not Timely Identify Patent

The owner of a patent that should have been included in the list, 
but was not timely included in the list, may not bring a BPCIA
litigation.

If a patent that the reference product sponsor reasonably 
believes can be asserted either issues or is licensed after the 
reference product sponsor provides its list, then the reference 
product sponsor shall supplement the list within 30 days of 
issuance or license.

36

35 U.S.C. § 271(e)(6)(C); 42 U.S.C. § 262(l)(7)



RPS Unsure Whether to List Patent

If RPS does not list a patent, may not be able to obtain 
information relevant to that patent during discovery.

Instead, a sponsor can list a patent and then include it in the suit 
if the applicant fails to respond with a basis for noninfringement.

37

Amgen Inc. v. Hospira, Inc., 866 F.3d 1355 (Fed. Cir. 2017)



Commercial Marketing Notice

aBLA filed FDA accepts aBLA for review

1, 2
(20 days)

Applicant provides 
confidential info to reference 

product sponsor (RPS)

3A
(60 days)

RPS provides patent list

3B
(60 days)

Applicant provides patent list 
and detailed statement

3C
(60 days)

RPS provides detailed 
statement

4
RPS and applicant negotiate 

final list of patents

5
[[OR - no agreement after 15 

days, applicant identifies 
number of patents; 

simultaneous exchange]]

6
(30 days)

RPS files suit

8A
(180 days before first 

commercial marketing)
Applicant provides notice

8B, 9A
RPS can seek injunction as to 

patent on 3A or 3B list but 
not on 4 or 5 list; applicant 
or RPS can file DJ action on 

same

38

42 U.S.C. § 262(l).



Notice of Commercial Marketing
• Biosimilar applicant must give RPS 180-day notice before date of 

first commercial marketing of Biosimilar:

– “The subsection (k) applicant shall provide notice to the reference 
product sponsor not later than 180 days before the date of the first 
commercial marketing of the biological product licensed under 
subsection (k).” (42 U.S.C. § 262(l)(8)(A)))

• After receiving 180-day notice, and before commercial marketing by 
Biosimilar, RPS may seek a preliminary injunction with respect to 
any patent:

– Identified during patent exchange from the list of patents to litigate

• RPS and Biosimilar applicant have a duty to cooperate in expediting 
discovery for purposes of preliminary injunction. (42 U.S.C. 
§262(l)(8)(C)))
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Applicant Does Not Provide Notice

If the applicant fails to complete an action required under 
paragraph (8)(A), the reference product sponsor, but not the 
applicant, may bring a declaratory judgment action for any 
patent that is included on either the reference product sponsor’s 
or applicant’s initial list.

40

42 U.S.C. § 262(l)(9)(B).



Immediate DJ Action by Applicant After 
Notice?

• “The BPCIA is…structured so that after the applicant provides notice 
of commercial marketing, either party can bring suit with respect to 
any of the leftover patents that were not selected for litigation 
through the parties' exchanges and negotiations.”

• “Allowing an applicant to side-step the BPCIA’s exchange and 
negotiation requirements and bring suit on any patent simply by 
filing its notice of commercial marketing would effectively vitiate the 
BPCIA’s provisions.”

41

Amgen, Inc. v. Genentech, Inc., No. 17-7349, 2018 WL 910198 (C.D. Cal. 
Jan. 11, 2018).



Repeat Commercial Marketing Notice? 
No, One Notice Of  Commercial Marketing Sufficient

Genentech, Inc. v. Immunex R.I. Corp., 964 F.3d 1109 (Fed. Cir. 2020)

• September 2017, Amgen obtained FDA approval to market Mvasi, a biosimilar version of 
Genentech’s cancer treatment drug Avastin. 

• October 2017, Amgen notified Genentech that it intended to commercially market Mvasi. 

• Amgen subsequently filed supplements to its application. 

• July 2019, Amgen decided to commercially launch Mvasi. 
• Genentech filed two emergency motions in the district court seeking to preclude Amgen from 

marketing Mvasi, until Amgen provided the requisite notice under 42 U.S.C. § 262(l)(8)(A). The 
district court denied both motions.

• DC: Denied. 

• FC: Affirmed. 
― Supplements to an FDA approved biologics license application do not trigger obligations to 

provide new marketing notices under 42 U.S.C. § 262(l)(8)(A) when the later supplements do not 
change the “biological product.”



Litigation Lessons
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BPCIA Litigations
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Product District Court Case Status

HUMIRA 
(adalimumab)

AbbVie v. Amgen, No. 16-0666
(D. Del. filed Aug. 4, 2016)

Stipulated dismissal (Sept. 28, 2017)

AbbVie v. Boehringer Ingelheim, No. 17-1065
(D. Del. filed Aug. 2, 2017)

Stipulated dismissal (May 15, 2019)

AbbVie v. Sandoz, No. 18-12668
(D.N.J. filed Aug. 10, 2018)

Stipulated dismissal without prejudice (Oct. 16, 2018)

Coherus BioSciences v. Amgen, 1:19-cv-00139
(D.  Del. Jan. 24, 2019) Settled Nov. 2019

AVASTIN 
(bevacizumab)

Genentech v. Amgen, Nos. 17-1407, 17-1471
(D. Del. filed Oct. 10, 2017)

Stipulated dismissal with prejudice
July 7, 2020

Genentech v. Immunex, 19-cv-00602
(D. Del. filed Mar. 29, 2019) Motion for TRO denied, aff’d on appeal; stipulated dismissal July 7, 2020

Genentech v. Samsung Bioepis, 20-cv-00859 
(D.Del. filed June 28, 2020) Referred to mediation on Dec. 9, 2020. Jury Trial set for July 10, 2023

EPOGEN (epoetin 
alfa)

Amgen v. Hospira, No. 15-0839
(D. Del. filed Sept. 18, 2015)

Judgment of infringement and $70M in damages (Sept. 11, 2018) after 5-day 
jury trial; Federal Circuit aff’d (Dec. 16, 2019), reh’g denied Mar. 16, 2020

ENBREL 
(etanercept)

Immunex v. Sandoz, No. 16-1118
(D.N.J. filed Feb. 29, 2016)

Final judgment for Amgen (Oct. 8, 2019), aff’d July 1, 2020 

Immunex v. Samsung Bioepis, 19-cv-11755
(D.N.J. filed April 30, 2019) Consent injunction order and administrative stay granted Jan. 2020



BPCIA Litigations (continued)
Product District Court Case Status

NEUPOGEN 
(filgrastim), 
NEULASTA 

(pegfilgrastim)

Amgen v. Apotex, Nos. 15-61631, 15-62081
(S.D. Fla. filed Aug. 6, 2015)

Judgment of noninfringement (Sept. 6, 2016) 
following 5-day bench trial; Federal Circuit 

affirmed (No. 17-1010)

Amgen v. Sandoz, Nos. 14-4741, 16-2581
(N.D. Cal. filed Oct. 24, 2014)

SJ of noninfringement (Jan. 8, 2018); Federal 
Circuit aff’d (May 8, 2019), rehearing granted in 

part and case remanded (Sept 10, 2020)

Amgen v. Coherus, No. 17-0546
(D. Del. filed May 10, 2017)

Dismissed with prejudice for failure to state a 
claim; Federal Circuit aff’d (July 29, 2019)

Amgen v. Mylan, No. 17-1235
(W.D. Pa. filed Sept. 25, 2017)

Judgment non-infringement (Sept. 17, 2019)

Amgen v. Adello, No. 18-3347
(D.N.J. filed March 8, 2018)

Dismissed without prejudice (Nov. 25, 2019)

Amgen v. Hospira, No. 18-1064
(D. Del. filed July 19, 2018)

Jury trial scheduled Sept. 20, 2021

Amgen v. Apotex, No. 18-61828
(S.D. Fla. Filed Aug. 7, 2018)

Dismissed (Nov. 15, 2019)

Amgen v. Tanvex, 3:19-cv-1374
(S.D. Cal. filed July 23, 2019) Dismissed without prejudice (Dec. 20, 2019)

Amgen v. Hospira, 1:20-cv-00561
(D.Del. filed Apr. 24, 2020)

Stayed until 14 days after resolution of 18-cv-
1064
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BPCIA Litigations (continued)
Product District Court Case Status

REMICADE 
(infliximab)

Janssen v. Celltrion, Nos. 15-10698, 16-1117
(D. Mass. filed March 6, 2015) Stipulated dismissal (June 30, 2017)

Janssen v. Samsung Bioepis, No. 17-3524
(D.N.J. filed May 17, 2017)

Stipulated dismissal (Nov. 30, 2017)

Janssen v. Celltrion, No. 17-11008
(D. Mass. filed May 31, 2017)

SJ of noninfringement (Aug. 23, 2018); 
Federal Circuit appeal pending (Nos. 18-
2321, 18-2350; oral argument scheduled 

March 4, 2020)

RITUXAN 
(rituximab)

Genentech v. Sandoz, No. 17-13507
(D.N.J. filed Dec. 21, 2017)

Stipulated dismissal (Dec. 6, 2018)

Genentech v. Celltrion, Nos. 18-0574, 18-11553
(D.N.J. filed Jan. 12, 2018)

Stipulated dismissal (Nov. 1, 2018)

HERCEPTIN 
(trastuzumab)

Genentech v. Pfizer, No. 17-1672
(D. Del. filed Nov. 17, 2017)

Stipulated dismissal (Dec. 4, 2018)

Genentech v. Celltrion, Nos. 18-0095, 18-1025
(D. Del. filed Jan. 12, 2018)

Stipulated dismissal (Dec. 27, 2018)

Genentech v. Amgen, No. 18-0924
(D. Del. filed June 22, 2018)

Stipulated dismissal with prejudice 
(July 7, 2020)

Genentech v. Samsung Bioepis, No. 18-1363
(D. Del. filed Sept. 5, 2018)

Stipulated dismissal (July 1, 2019)
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BPCIA Litigation Lessons

1. What if the aBLA applicant does not provide application or manufacturing data?
2. Can aBLA applicant give 180-day notice before FDA approval?
3. Which patents to include into the 3(A) list?
4. Can the Reference Product Sponsor file multiple suits and assert newly issued 

patents? 
5. When can a Biosimilars File a DJ Action?
6. Are factual statements made by biosimilars during patent dance dispositive 

during later litigation? 
7. Are damages be limited to reasonable royalty if the parties did not complete the 

patent dance? 
8. Should Reference Product Sponsor Wait Until FDA Approval to Seek a 

Preliminary Injunction?
9. Does aBLA applicant have standing to appeal adverse PTAB decision?
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What if  the aBLA applicant does not provide 
application or manufacturing data?
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NEULASTA/NEUPOGEN 
Amgen

• NEUPOGEN (filgrastim) BLA 103353 approved in 1991
• leukocyte growth factor for, e.g., 

― decreasing infection following chemotherapy
• 175 amino acid human granulocyte colony-stimulating factor (G-CSF) 

― manufactured by recombinant DNA technology in E coli

― Non-glycosylated and thus differs from G-CSF isolated 
from a human cell.

• NEULASTA (pegfilgrastym) BLA 125031 approved in 
2002.
• Covalent conjugate with monomethoxypolyethylene glycol (PEG).
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Amgen v. Sandoz –
Failure to provide require information

• Sandoz filed aBLA (Jul. 2014)
• Letter to Amgen:

― aBLA had been filed

― would not provide application and manducating information

• Amgen sued N.D. Cal. (Oct. 2014)
• BPCIA claims

― “Defendants have violated Cal. Bus. & Prof. Code § 17200 et seq. by seeking  
FDA approval for Sandoz biosimilar product under the BPCIA’s abbreviated 
approval pathway of § 262(k), while refusing to comply with other statutory 
requirements of the BPCIA, specifically those that protect the interest of Amgen 
(the reference product sponsor).”

50

Amgen Inc. v. Sandoz Inc., 295 F. Supp. 3d 1062 (N.D. Cal. 2017)



Amgen v. Sandoz –
Failure to provide require information

42 USC § 262(l)
• (2) “Not later than 20 days after the Secretary notifies the subsection (k) applicant 

that the application has been accepted for review, the subsection (k) applicant-- (A) 
shall provide to the reference product sponsor a copy of the application submitted 
to the Secretary under subsection (k), and such other information that describes 
the process or processes used to manufacture the biological product that is the 
subject of such application; and

• (9)(C) “If a subsection (k) applicant fails to provide the application and 
information required under paragraph (2)(A), the reference product sponsor, but 
not the subsection (k) applicant, may bring an action under section 2201 of Title 28 
for a declaration of infringement, validity, or enforceability of any patent that claims 
the biological product or a use of the biological product.”
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Amgen v. Sandoz –
Failure to provide require information

Amgen:  “Sandoz acted unlawfully” because it 
• failed to comply with 42 U.S.C. § 262(l )’s disclosure and negotiation 

procedures; and 

N.D. Cal. Judgment in Sandoz’s favor:
• “The BPCIA renders permissible… not to provide its BLA and/or 

manufacturing information to the reference product sponsor, subject only 
to the consequences set forth in 42 U.S.C. § 262(l )(9)(C).

• Affirmed by Federal Circuit and Supreme Court

52

Amgen Inc. v. Sandoz Inc., 14-CV-04741-RS, 2015 WL 1264756 (N.D. Cal. Mar. 19, 2015)

https://1.next.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=42USCAS262&originatingDoc=I60b6ff00cf0111e485fcce200174753d&refType=LQ&originationContext=document&transitionType=DocumentItem&contextData=(sc.DocLink)


Can aBLA applicant give 180-day notice before 
FDA approval?  
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Amgen v. Sandoz –
Providing 180-day Notice before FDA approval

• Sandoz filed aBLA (Jul. 2014)
• Letter to Amgen:

― aBLA had been filed

― intended to market immediately after FDA approval

• Amgen sued in N.D. Cal. (Oct. 2014)
• BPCIA claims

― “Defendants have violated Cal. Bus. & Prof. Code § 17200 et seq. by seeking  
FDA approval for Sandoz biosimilar product under the BPCIA’s abbreviated 
approval pathway of § 262(k), while refusing to comply with other statutory 
requirements of the BPCIA, specifically those that protect the interest of Amgen 
(the reference product sponsor).”
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Amgen Inc. v. Sandoz Inc., 295 F. Supp. 3d 1062 (N.D. Cal. 2017)



Amgen v. Sandoz –
Providing 180-day Notice before FDA approval

42 USC § 262(l)

• (8)(A) “Notice of commercial marketing [-] The subsection (k) applicant shall 
provide notice to the reference product sponsor not later than 180 days before the 
date of the first commercial marketing of the biological product licensed under 
subsection (k).”

• (9)(B) “If a subsection (k) applicant fails to complete an action required of… 
paragraph (8)(A), the reference product sponsor, but not the subsection (k) 
applicant, may bring an action under section 2201 of Title 28 for a declaration of 
infringement, validity, or enforceability of any patent included in the list described in 
paragraph (3)(A)….”
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Amgen v. Sandoz –
Providing 180-day Notice before FDA approval

Amgen:  “Sandoz acted unlawfully” because it 
• intends to market its biosimilar immediately upon receiving FDA approval, 

rather than waiting until at least 180 days thereafter.

N.D. Cal. Judgment in Sandoz’s favor:
• “Not wrongful for Sandoz to give Amgen its 180 days' notice prior to first 

commercial marketing pursuant to subparagraph (l )(8)(A) in July 2014, in 
advance of receiving FDA approval” 
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Amgen Inc. v. Sandoz Inc., 14-CV-04741-RS, 2015 WL 1264756 (N.D. Cal. Mar. 19, 2015)



Amgen v. Sandoz –
Providing 180-day Notice before FDA approval

Federal Circuit:  794 F.3d 1347 (Fed. Cir. 2015)
• Reversed on 180 “notice provision,”

― would be ineffective unless it is provided after biosimilar approval
― If biosimilar fails to provide the 180-day notice, RPS can file DJ suit for 

infringement of any 3(A) patent under § 262(l)(9)(B).
Supreme Court: 137 S. Ct. 1664 (2017)

• Affirmed  the remedy under § 262(l )(9)(C) for failure to disclosure information and 
denial of injunctive relief

• Reversed on notice
― Notice can be either before or after receiving FDA approval.

• Remanded to determine if “information exchange” is enforceable under state law

Federal Circuit:  877 F.3d 1315 (Fed. Cir. 2017)
• Amgen’s state law claims were preempted by the BPCIA
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Can aBLA applicant give 180-day notice before 
FDA approval?  

58

YES. 
Notice can be either before or after receiving 

FDA approval



Should Reference Product Sponsor Wait Until 
FDA Approval to Seek a Preliminary 

Injunction?

59



• 7-2017: Amgen aBLA for Kanjinti

• 5-2018:  Amgen § 262(l)(8)(A) Notice of Commercial Marketing

― Kanjinti not yet approved

• 6-2018: Genentech sues in D.Del, asserts 37 patents

• 6-2019:  Kanjinti approved

• 7-2019:   
• Kanjinti launched
• Genentech moves for PI
• District Court denies PI
• No irreparable harm due to Genentech’s delay in seeking an injunction.

― Genentech’s delay following BPCIA’s 180-day notice was undue

• 3-2020
• Federal Circuit affirmed (R. 36) denial of PI

• 7-2020
• Parties settle HERCEPTIN and AVASTIN disputes 
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Genentech, Inc. v. Amgen Inc., CV 18-924-CFC, 2019 WL 3290167, at *1 (D. Del. July 18, 2019), 
aff'd, 796 Fed. Appx. 726 (Fed. Cir. 2020)(unpublished)

When to seek an injuction--
Genentech, Inc. v. Amgen Inc.



Should Reference Product Sponsor Wait Until 
FDA Approval to Seek a Preliminary 

Injunction?

61

NO



Which patents to include into the 3(A) list?
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• EPOGEN (epoetin alfa) BLA103234, approved in 1989
• EPOGEN is recombinant human erythropoietin, which stimulates the production of 

red blood cells, known as erythrocytes. 
• EPOGEN is used to treat anemia. 
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EPOGEN® epoetin alfa
Amgen



Failure to Provide Manufacturing Info –
Amgen v. Hospira (EPOGEN®)

• Hospira provided its aBLA to Amgen 
― did not provide separate manufacture info 

• Amgen filed suit on non-cell-culture patents 
― Amgen had not identified cell-culture patent as part of its BPCIA

disclosures 
• Amgen sought discovery on Hospira’s cell-culture medium

― The District Court denied the motion, 

― cell-culture info had essentially no relevance to the asserted patents.  

― Amgen appealed the interlocutory order. 

Amgen Inc. v. Hospira, Inc., 866 F.3d 1355 (Fed. Cir. 2017) 
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Failure to Provide Manufacturing Info –
Amgen v. Hospira (EPOGEN®)

• The Fed. Cir. concluded that the District Court correctly denied 
Amgen’s motion to compel. 
― Amgen

― did not list any of its cell-culture patents in the exchanged patent lists, 
― did not bring suit on cell-culture patents as ones that “could be identified” 

under BPCIA 262(l)(3)(A).
― The composition of Hospira’s cell-culture media was not relevant to the 

asserted claims and thus improper for discovery 
• Under 271(e)(6)(C), a sponsor that fails to list a patent that should have been 

included in the exchanged list may not sue for infringement of the patent
― But no sanctions if sponsor relied on good-faith belief that its listed patent 

“could reasonably be asserted,” despite lack of further manufacture info
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Amgen Inc. v. Hospira, Inc., 866 F.3d 1355 (Fed. Cir. 2017) 



Which patents to include into the 3(A) list?
Any patent that “could reasonably be 

asserted”
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Can the Reference Product Sponsor (RPS) File 
Multiple Suits and Assert Newly Issued Patents?
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Amgen v. Apotex—
Multiple suits, newly issued patents

NEULASTA/NEUPOGEN biosimilar

• December 2014
• Patent dance initiated

• August 2015 
• Amgen sues Apotex, asserting U.S. Patent No. 8,952,138

― “A method of refolding a protein expressed… to form a refold mixture….”

• September 2016
• District Court finds ’138 patent not infringed, 

― “refold mixture” not shown.

• November 2017
• Federal Circuit affirms ‘138 patent non-infringement of “refold mixture” limitation
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Amgen v. Apotex—
Multiple suits, newly issued patents

• November 2017
• Federal Circuit affirms ‘138 patent non-infringement of “refold mixture” limitation

• January 2018
• Amgen issued U.S. Patent No. 9 ,856,287 (continuation from ’138 patent) 

― Claims do not all required “refold mixture”
• August 2018

• Amgen sues Apotex, asserting U.S. Patent No. 9 ,856,287
• April 2019

• District Court denies Apotex motion to dismiss under collateral estoppel
― “Here, upon careful consideration, the Court determines that it is inappropriate to apply 

collateral estoppel at this stage of the proceedings to prohibit Amgen from arguing a 
different meaning for the terms thiol-pair ratio and thiol-pair buffer strength in the 287 
patent than it did in the prior actions for the 138 patent. The fact that the 287 patent is 
related to the 138 patent does not necessarily mean that collateral estoppel applies.”

• November 2019
• Stipulated dismissal
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Can the Reference Product Sponsor File Multiple 
Suits and Assert Newly Issued Patents?

70

YES



When can a Biosimilar File a DJ Action?

71



72

  anticipated infringement liability
  ― Pre-aBLA application stage events do not expose Sandoz to
  ― Sandoz clinical trials are covered by safe harbor under § 271(e)(1)

• Fed. Cir. affirmed dismissal of DJ action
  immediate injury or threat of future injury caused by Amgen

• District Court concluded that Sandoz had not established a real and
  on same day when it started its Phase III trial on biosimilar to Enbrel® 

• Sandoz filed a DJ action seeking invalidity ruling on Amgen’s patents

2014)
Sandoz Inc. v. Amgen, Inc., 773 F.3d 1274 (Fed. Cir. 

Amgen
During clinical trial study? – Sandoz v. 



After clinical studies and before aBLA is 
accepted for review? – Celltrion v. Kennedy

Celltrion Healthcare Co. v. Kennedy Tr. for Rheumatology 
Research, 2014 WL 6765996 (S.D.N.Y. Dec. 1, 2014)
• Celltrion filed a DJ action when it was actively communicating with 

the FDA to finalize the specifics of its aBLA.
• The District Court concluded that before the parties resolved any 

disputes regarding which patents to be litigated under BPCIA, it was 
unripe for Celltrion to bring the suit. 
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Right after filing aBLA? – Hospira v. Janssen 

Hospira, Inc. v. Janssen Biotech, Inc., 2014 WL 6766263 
(S.D.N.Y. Dec. 1, 2014)
• Hospira entered a co-licensing agreement with Celltrion to co-

exclusively market infliximab under the name Inflectra.
• Hospira filed a DJ action within a month after Celltrion filed aBLA.
• The District Court concluded the disputes should be resolved under 

BPCIA and that Hospira's claims are too attenuated from any 
crystallized dispute. 
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When can a Biosimilar File a DJ Action?
After aBLA filing and potentially after 

patent dance 
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Are factual statements made by biosimilars 
during patent dance dispositive during later 

litigation? 
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Factual statements about product features –
Amgen v. Apotex

Amgen Inc. v. Apotex Inc., 2017 WL 5256264 (Fed. Cir. Nov. 
13, 2017)
• Apotex filed aBLAs to market biosimilars to Amgen’s Neulasta® and 

Neupogen® and provided Amgen with copies of its aBLAs. 

• Amgen identified a process patent to be litigated, and Apotex replied by 
detailed statements describing patent invalidity and non-infringement.

• District court found non-infringement based on construction of “refold 
mixture” protein concentration

77

Amgen patent 
claims

Apotex aBLA and 
patent dance

Apotex trial 
testimony

> 1.0 g/L 0.9-1.4 g/L 0.708 g/L



Are factual statements made by biosimilars 
during patent dance dispositive during later 

litigation? 
NO
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Are damages be limited to reasonable royalty if  
the parties did not complete the patent dance? 
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― compositions of cell culture media that is used to grow the living cells that 
produce biologic medicines such as infliximab. 

80

Remicade® infliximab - Janssen

• US 7,598,083 (expires on 2.7.2027)
  ― infliximab antibody

• US 6,284,471 (expires on 9.4.2018)
• Janssen’s patents in dispute

― ulcerative colitis, an inflammatory bowel disease (2006)
― psoriatic arthritis (2005)
― ankylosing spondylitis, a chronic inflammatory disease of the axial skeleton (2004)
― rheumatoid arthritis (1999)
― Crohn’s disease, an inflammatory bowel disease (1998)

• for the treatment of
  (TNFα), also called “cA2” antibody

• infliximab monoclonal antibody which binds to  and neutralizes tumor necrosis factor alpha
• Remicade (Infliximab) BLA103772, first approved in 1998



• 08-2014: Celltrion and Hospira filed aBLA in August 2014
• Celltrion has been selling infliximab biosimilar products in other countries 
• Hospira obtained the exclusive right to market infliximab biosimilar in the U.S., under the trade 

name “Inflectra”

• Celltrion and Hospira failed to comply with 42 USC 262 (l), i.e., BPCIA patent dance. 
• refused to provide information that describes the manufacture process of the biological product 

as required by 42 USC 262 (l)(2)(A)
• refused to participate in further BPCIA patent dispute resolution procedures pursuant to 42 USC 

262 (l)(3)-(5)

• 03-2015: Jassen filed BPCIA suit (the 2015 action)
• under 42 USC 262 (l)(6)
• The ‘471 patent (antibody patent) was invalidated by the district court for 

obviousness-type double patenting. The PTO also invalidated this patent for the 
same reason in reexamination. CAFC affirmed.

• 04-2016: aBLA was approved
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Filed DJ before aBLA acceptance and skipped 
patent dance - Janssen v. Celltrion



• 06-2016: Janssen filed suit for actual infringement (the 2016 action) 
• In this suit, the district court provided guidance on the appropriate 

measure of damages. 
• 35 U.S.C. § 271(e)(6) limits a patentee’s damages to a reasonable royalty if 

it proves infringement of a patent identified under 42 U.S.C. §§262(l)(4) 
and (5)(B) in a suit filed more than 30 days after the end of the process 
prescribed by the BPCIA.

• The court said that the alleged infringer must comply with each step of the 
BPCIA process [good faith negotiation] required in (l)(4) and (l)(5)] in order 
to limit the patentee to a reasonable royalty if it does not sue within 30 
days of the end of that process. 
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Damages - Janssen v. Celltrion



Are damages be limited to reasonable royalty if  
the parties did not complete the patent dance?

NO 
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Does aBLA applicant have standing to appeal 
adverse PTAB decision ?
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Biosimilar Applicants Standing to Appeal

Momenta v. Bristol-Myers Squibb, 915 F.3d 764 (Fed. Cir. 2019) 

• Momenta developing a biosimilar to BMS’s Orencia® but has not yet filed an 
aBLA with FDA.
― Phase I clinical trial did not meet primary endpoints.

• Momenta filed an IPR for review of all claims of the ’239 patent, alleging obviousness.

• PTAB FWD finding the challenged claims not unpatentable.

• While Momenta’s appeal was pending, Momenta filed a letter with the Federal Circuit 
explaining that it would be ceasing its efforts to develop an Orencia® biosimilar.

• FC: dismissed for lack of standing Momenta’s appeal from a final written decision of 
the PTAB. 
― In light of Momenta’s abandoning development of any Orencia® biosimilar, Momenta no 

longer had a legally protected interest in the validity of the patent. 
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Does aBLA applicant have standing to appeal 
adverse PTAB decision ?

86

Not if it has abandoned development efforts



BPCIA Litigation Tips

Applicants should:
• Consider possible outcomes when deciding whether to initiate a patent dance 

and deciding when to provide commercial marketing notice.
• If decide not to, consider whether to pursue other options, e.g., declaratory 

judgment, IPR/PGR.
• When to provide commercial marketing notice? 
• Monitor and make strategic decisions based on developments in the law.

Reference product sponsors should:
• Consider possible outcomes when deciding which patents to identify during 

the patent dance and how to respond to commercial marketing notice.
• Prepare for infringement suits and declaratory judgment actions, in case the 

applicant does not comply with the patent dance.
• Monitor and make strategic decisions based on developments in the law.
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PTAB v. District Court Litigation:
Considerations

• Challenge some but 
not all? which ones?

• Learn info from 
BPCIA patent dance

•IPRs high claim 
cancellation rate, lower 
burden of proof

•But less discovery, and 
if IPR fails, petitioner 
estoppel

• IPRs fast, maybe provide 
certainty sooner.

• But if do not do the 
patent dance, applicant 
may be able to expedite a 
DJ and not have to 
potentially wait up to 245 
days to be sued and 
resolve uncertainty 
before market launch.

• Reference product 
years remaining of 
patent term –
perhaps IPR better 
than waiting to 
litigate under BPCIA

Timing Certainty

Number 
of 

patents

Chances 
of 

success
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Interplay of BPCIA Litigations and PTAB
Product District Court Case Status Patents PTAB proceedings?

HUMIRA 
(adalimumab)

AbbVie v. Amgen, 

No. 16-cv-0666
(D. Del. filed Aug. 4, 2016)

Stipulated dismissal 
(Sept. 28, 2017)

8,663.945
8,911,964
8,916,157
8,961,973
8,986,693
9,096,666
9,220,781
9,272,041
9,359,434
9,365,654

N
N

IPR2015-01514 (filed 6/26/15; instn denied 1/14/16)
N
N
N
N
N
N
N

AbbVie v. Boehringer Ingelheim, 
No. 17-cv-1065

(D. Del. filed Aug. 2, 2017)

Stipulated dismissal 
(May 15, 2019)

8,926,975
9,018,361
9,090,867
9,096,666
9,255,143
9,266,949
9,272,041
9,546,212

N
N
N
N
N
N
N
N

AbbVie v. Sandoz, No. 18-cv-
12668

(D.N.J. filed Aug. 10, 2018)

Stipulated dismissal 
without prejudice (Oct. 

16, 2018)

9,187,559
9,750,808

IPR2018-00156 (filed 11/6/17; instn denied 6/5/18)
N

Coherus BioSciences v. Amgen, 
1:19-cv-00139

(D.  Del. Jan. 24, 2019)
(biosim v. biosim)

Settled Nov. 2019

10,155,039
10,159,732
10,159,733
10,207,000

PGR2019-00064 (filed 9/17/19, denied 3/19/20)
N
N
N

8,889,135

IPR2016-00408 FWD claims unpatentable
IPR2016-00409 FWD claims unpatentable
IPR2016-00172 FWD claims unpatentable
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Interplay of BPCIA Litigations and PTAB
Product District Court Case Status Patents PTAB proceedings? Patents

PTAB
proceedings?

AVASTIN 
(bevacizuma

b)

Genentech v. Amgen, Nos. 17-cv-1407, 17-cv-
1471

(D. Del. filed Oct. 10, 2017)

Stipulated dismissal with 
prejudice

July 7, 2020

6,054,297
6,121,428
6,242,177
6,417,335
6,586,206
6,610,516
6,620,918
6,884,879
7,060,269
7,169,901
7,297,334

N
N
N
N
N
N
N
N
N
N
N

7,323,553
7,375,193
7,923,221
8,044,017
8,460,095
8,512,983
8,574,869
8,633,302
8,710,196
9,441,035
9,487,809

N
N
N
N
N
N
N
N
N
N
N

9,795,672 IPR2018-00373 (filed 1/5/18, instn denied 8/2/18)

7,807,799 IPR2016-01837 (filed 9/16/16, FWD all unpat 3/6/18)

6,870,034 IPR2017-02029 (filed 8/31/17, instn 2/15/18, settled 11/7/18)

7,622,115 IPR2016-01771 (filed 9/9/16, FWD all unpat 3/9/18)

6,331,415

IPR2015-01624 (filed 7/27/15, instituted 2/5/16, settled 9/2/16)
IPR2016-00383 (filed 12/30/15, denied 7/23/16) 

IPR2016-00460 (filed 1/15/16, joined ‘1624 7/8/16)
IPR2016-00710 (filed 3/3/16, instituted 9/8/16, settled 5/10/17)

IPR2016-01373 (filed 7/7/16, instn denied 1/3/17)
IPR2017-00047 (filed 10/11/16, joined ‘710 1/3/17

6,407,213

IPR2016-01694 (filed 8/30/16, settled 3/10/17)
IPR2016-01693 (filed 8/30/16, settled 3/10/17)

IPR2017-01374 (filed 5/8/17, FWD 11/29/18 – mixed)
IPR2017-01373 (filed 5/9/17, FWD 11/29/18 – mixed)

IPR2017-01489 (filed 5/25/17, FWD 11/29/18 – mixed)
IPR2017-01488 (filed 5/25/17, FWD 11/29/18 – mixed)

IPR2017-02032 (filed 8/31/17, instn denied 7/9/18)
IPR2017-02031 (filed 8/31/17, instn denied 7/6/18)

IPR2017-02140 (filed 9/29/17, FWD 11/29/18 – mixed)
IPR2017-02139 (filed 9/29/17, FWD 11/29/18 – mixed)
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Interplay of BPCIA Litigations and PTAB

Product District Court Case Status Patents PTAB proceedings?

AVASTIN 
(bevacizumab)

Genentech v. Immunex, 
19-cv-00602

(D. Del. filed Mar. 29, 2019)

Motion for TRO 
denied, aff’d on 

appeal; stipulated 
dismissal July 7, 

2020

6,331,415
6,407,213
6,417,335
6,620,918
7,060,269
7,169,901
7,622,115
7,923,221
8,512,983
8,574,869
9,441,035
9,493,744
9,714,293
9,795,672

See p. 2
See p. 2

N
N
N
N

See p. 2
N
N
N
N
N
N

See p. 2
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Interplay of BPCIA Litigations and PTAB
Product District Court Case Status Patents PTAB Proceedings

EPOGEN 
(epoetin 

alfa)

Amgen v. Hospira, 
No. 15-cv-0839

(D. Del. filed Sept. 18, 2015)

Judgment of infringement 
and $70M in damages (Sept. 

11, 2018) after 5-day jury 
trial; Federal Circuit aff’d 

(Dec. 16, 2019), rehearing 
denied Mar. 16, 2020

5,756,349
5,856,298

N
N

ENBREL 
(etanercept)

Immunex v. Sandoz, 
No. 16-cv-1118

(D.N.J. filed Feb. 29, 2016)

Final judgment for Amgen 
(Oct. 8, 2019), aff’d July 1, 

2020

7,915,225
8,063,182
8,119,605

8,163,552

8,722,631

N
IPR2017-02066 (filed 9/7/17, instn denied 3/9/18)

N

IPR2017-01916 (filed 8/4/17, instn denied 3/9/18)
IPR2015-01792 (filed 8/22/15, instn denied 3/11/16)

N

Immunex v. Samsung Bioepis, 19-
cv-11755

(D.N.J. filed April 30, 2019)
(Eticovo approved)

Consent injunction order and 
administrative stay granted 

Jan. 2020

6,872,549
6,924,124
7,157,557
7,915,225
8,063,182
8,119,605

8,163,552

8,722,631

N
N
N
N

IPR2017-02066 (filed 9/7/17, instn denied 3/9/18)
N

IPR2017-01916 (filed 8/4/17, instn denied 3/9/18)
IPR2015-01792 (filed 8/22/15, instn denied 3/11/16)

N
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Interplay of BPCIA Litigations and PTAB
Product District Court Case Status Patents PTAB Proceeding

NEUPOGEN 
(filgrastim), 
NEULASTA 

(pegfilgrastim)

Amgen v. Apotex, 
Nos. 15-cv-61631, 15-cv-62081

(S.D. Fla. filed Aug. 6, 2015)

Judgment of noninfringement (Sept. 6, 
2016) following 5-day bench trial; 

Federal Circuit affirmed (No. 17-1010)

5,824,784
8,952,138

6,162,427

N
IPR2016-01542 (filed 8/5/16, FWD all claims 

unpatentable 2/15/18)
N

Amgen v. Sandoz, 
Nos. 14-cv-4741, 16-cv-2581
(N.D. Cal. filed Oct. 24, 2014)

SJ of noninfringement (Jan. 8, 2018); 
Federal Circuit aff’d (May 8, 2019)

6,162,427
8,940,878

5,824,784

N
IPR2019-00791 (filed 3/7/19, instituted 

9/11/19, settled 12/6/19)
N

Amgen v. Coherus, 
No. 17-cv-0546

(D. Del. filed May 10, 2017)

Dismissed with prejudice for failure to 
state a claim; Federal Circuit aff’d (July 

29, 2019)

8,273,707 N

Amgen v. Mylan, 
No. 17-cv-1235

(W.D. Pa. filed Sept. 25, 2017)

Judgment non-infringement 
(Sept. 17, 2019)

8,273,707
9,643,997

N
IPR2019-01183 (filed 6/8/19, instituted 

12/10/19, settled 6/23/20)
IPR2019-00797 (filed 3/8/19, instituted 

9/11/19, settled 12/6/19)
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Interplay of BPCIA Litigations and PTAB

Product
District Court 

Case
Status Patents PTAB Proceeding

NEUPOGEN 
(filgrastim), 
NEULASTA 

(pegfilgrastim)

Amgen v. Adello, 
No. 18-cv-3347

(D.N.J. filed 
March 8, 2018)

Dismissed without 
prejudice 

(Nov. 25, 2019)

6,180,391
7,083,948
7,118,884
7,384,765
7,427,659
7,662,930
7,735,525
7,781,395
8,191,566
8,273,707
8,940,878
8,952,138
9,418,416
9,632,095
9,643,997
9,704,239
9,856,287

N
N
N
N
N
N
N
N
N
N

see p. 5
see p. 5

N
N

see p. 5
N

IPR2020-00314 (filed 12/20/19, settled 6/19/20)
IPR2019-00971 (filed 4/14/19, denied 10/16/19)

PGR2019-00001 (filed 10/1/18, instituted 4/19/19, settled 12/6/19)
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Interplay of BPCIA Litigations and PTAB

Product District Court Case Status Patents PTAB Proceeding

NEUPOGEN 
(filgrastim), 
NEULASTA 

(pegfilgrastim
)

Amgen v. Hospira, 
No. 18-cv-1064

(D. Del. filed July 19, 2018)

Pending (jury trial scheduled for 
May 2021)

9,643,997 see p. 5

Amgen v. Apotex, 
No. 18-cv-61828

(S.D. Fla. Filed Aug. 7, 2018)
Dismissed (Nov. 15, 2019)

9,856,287 see p. 6

Amgen v. Tanvex, 
3:19-cv-1374

(S.D. Cal. filed July 23, 2019)

Dismissed without prejudice 
(Dec. 20, 2019)

9,856,287 see p. 6
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Interplay of BPCIA Litigations and PTAB

Product District Court Case Status Patent PTAB Proceeding

RITUXAN 
(rituximab)

Genentech v. Sandoz, 
No. 17-cv-13507

(D.N.J. filed Dec. 21, 2017)

Stipulated dismissal 
(Dec. 6, 2018)

6,121,428
6,331,415
6,489,447
6,610,516
7,720,918
6,870,034
7,381,560
7,485,704
7,807,799

7,820,161

7,923,221

N
see p. 2

N
N
N

see p. 2
N
N

see p. 2

IPR2017-01115 (filed 3/24/17, FWD claims survived 2/21/18)
IPR2016-01614 (filed 8/15/16, FWD claims survived 2/21/18)

IPR2015-01744 (filed 8/17/15, settled 10/6/15)
IPR2015-00415 (filed 12/15/14, settled 10/1/15)

N
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Interplay of BPCIA Litigations and PTAB

Product District Court Case Status Patent PTAB Proceeding

RITUXAN 
(rituximab)

Genentech v. Sandoz, 
No. 17-cv-13507

(D.N.J. filed Dec. 21, 2017)
(con’t)

Stipulated dismissal 
(Dec. 6, 2018)

7,976,838

8,206,711

8,314,225

8,329,172

IPR2018-01019 (filed 5/4/18, FWD claims survived 4/2/19) 
IPR2017-02036 (filed 8/31/17, denied 4/4/18)
IPR2017-02042 (filed 8/31/17, denied 4/4/18)

IPR2017-01923 (filed 8/29/17, FWD claims survived 4/2/19)
IPR2016-01667 (filed 8/24/16, denied 8/18/17)
IPR2015-01733 (filed 8/14/15, settled 10/1/15)

IPR2017-02127 (filed 10/6/17, denied 4/19/18)
IPR2017-01229 (filed 3/31/17, denied 10/23/17)

IPR2018-01219 (filed 6/14/17, settled 10/8/19)

IPR2018-00285 (filed 12/14/17, settled 3/27/19)
IPR2017-01166 (filed 4/21/17, denied 11/13/17)
IPR2017-01093 (filed 3/15/17, denied 10/6/17)

IPR2015-00418 (filed 12/15/14, denied 7/13/15)
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Interplay of BPCIA Litigations and PTAB

Product District Court Case Status Patent PTAB Proceeding

RITUXAN 
(rituximab)

Genentech v. Sandoz, 
No. 17-cv-13507

(D.N.J. filed Dec. 21, 2017)
(con’t)

Stipulated dismissal 
(Dec. 6, 2018)

8,512,983

8,545,843

8,557,244

N

IPR2018-00086 (filed 11/2/17, denied 5/31/18)

IPR2017-01167 (denied 3/22/18)
IPR2017-01094 (denied 1/2/18)
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BPCIA Litigations (cont’d)

Product District Court Case Status Patent PTAB Proceeding

RITUXAN 
(rituximab)

Genentech v. Sandoz, 
No. 17-cv-13507

(D.N.J. filed Dec. 21, 2017)

Stipulated dismissal 
(Dec. 6, 2018)

6,121,428
6,331,415
6,489,447
6,610,516
7,720,918
6,870,034
7,381,560
7,485,704
7,807,799

7,820,161

7,923,221

N
see p. 2

N
N
N

see p. 2
N
N

see p. 2

IPR2017-01115 (filed 3/24/17, FWD claims survived 2/21/18)
IPR2016-01614 (filed 8/15/16, FWD claims survived 2/21/18)

IPR2015-01744 (filed 8/17/15, settled 10/6/15)
IPR2015-00415 (filed 12/15/14, settled 10/1/15)

N
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BPCIA Litigations (cont’d)
Product District Court Case Status Patent PTAB Proceeding

RITUXAN 
(rituximab)

Genentech v. Sandoz, 
No. 17-cv-13507

(D.N.J. filed Dec. 21, 2017)

Stipulated dismissal 
(Dec. 6, 2018)

6,121,428
6,331,415
6,489,447
6,610,516
7,720,918
6,870,034

N
see p. 2

N
N
N

see p. 2

Genentech v. Celltrion, 
Nos. 18-cv-0574, 18-cv-11553

(D.N.J. filed Jan. 12, 2018)

Stipulated dismissal 
(Nov. 1, 2018)
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