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Overview

• Biosimilars Series

o Introduction to the area of biosimilars

o Explore key developments and trends

• CLE Credit

o Contact: Jane Lundberg

lundberg@fr.com

• Materials will be made available

fr.com/industries/life-sciences

• Follow us on Twitter @FishRichardson

#fishwebinar

Upcoming Biosimilars

Webinars:  

Biosimilars & IPR

Thursday, March 24

I:00 PM ET



First Biosimilar Approved 2015

FDA’s recent approval of Sandoz’s Zarxio as biosimilar to Amgen’s 
Neupogen® (filgrastim) marked the first approval under the BPCIA.

FDA has received additional biosimilar applications, including:

o Celltrion’s biosimilar to Jannsen’s Remicade® (in line to be the first 
biosimilar monoclonal antibody)

o Apotex’s biosimilar to Amgen’s Neulasta® (the long-acting formulation of 
Neupogen®)

o Hospira’s biosimilar to Amgen’s Epogen® and Janssen’s Procrit®.
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Significant Patents Will Expire Soon
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Type of 

biologic

Brand name/active ingredient/description US 

patent 

expiry

Sales 

(2013)- $ 

billion 

Biosimilar?

Humanized 

antibody

Avastin (bevacizumab); VEGF antibody 2019 6.1

Herceptin (trastuzumab); HER 2 receptor mAb 2019 6.8

Humira (adalimumab); TNF blocker 2016 10.7 Amgen; Cohera; 

Novartis/Sandoz

Non-humanized

antibody

Erbitux (cetuximab); EGF receptor antagonist 2018 2.0

Remicade (infliximab); TNF blocker 2018 9.8 Celltrion

(Rensima)

Rituxan (rituximab); CD20-directed cytolytic

antibody

2018 7.8 Novartis/Sandoz

Non-antibody 

biologics

Aransep (darbepoetin alfa); Erythropoiesis-

stimulating agent

2024 1.9

Enbrel (etanercept); TNF blocker 2028 8.9 Sandoz

Epogen (epoetin alfa); human erythropoietin Expired 2.0 Hospira

Neulasta (pegfilgrastim); Leukocyte growth factor 2015 5.8 Apotex

Neupogen (filgastim); Human erythropoietin Expired 2.0 Sandoz (Zarxio); 

Apotex; Hospira

Lantus (insulin glargine); Insulin Expired 7.9



Overarching Considerations

• Statute is incredibly confusing. 

• Safe Harbor applies. 

• No stay of FDA approval pending resolution.

• Preliminary Injunctions will always be a factor to 

consider. 

• Bench trial that may morph into jury trial. 
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Two Major Aspects of BPCIA

1) An information exchange between the applicant and RPS

• BPCIA provides that within 20 days after the FDA accepts a biosimilar 

application for review, the applicant “shall provide to the [RPS] a copy of 

the application . . . and such other information that describes the 

[manufacturing process(s)].”

• Initiates an exchange of information and patent accusations between 

the applicant and RPS, referred to as the “patent dance.” 

• The purpose is to resolve patent issues before commercialization of an 

ultimately approved biosimilar, so an applicant may be able to avoid an 

“at risk” launch.
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Two Major Aspects of BPCIA

2) Notice of commercial marketing to be provided by an applicant to 

the RPS

• An applicant “shall provide notice to the [RPS] not later than 180 days 

before the date of the first commercial marketing of the biological 

product licensed under” the Act. 

• The RPS can then use this period of time to seek a preliminary 

injunction based on infringement by the approved biosimilar of any 

patents that were not on the agreed upon list from the patent dance.
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Safe Harbor – 35 U.S.C. § 271 (e)(1)
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The Act of Infringement 
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The Act of Infringement 
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42 U.S.C. § 262 (l)(3) . . . or 351(l)(3)
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The Act of Infringement 

12



42 U.S.C. § 262 (l)(2)(A) . . . or 351(l)(2)(A)
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The Dance – 42 U.S.C. § 262 (l)(3-9) 
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The Dance
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The Dance
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When “Shall” means “May”



Amgen Inc. v. Sandoz Inc.
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Background: Neupogen; Sandoz and Amgen failed to agree on confidentiality 

provisions attendant to exchange of biosimilar application under BPCIA

• Amgen files DJ complaint (October 2014) on Sandoz’s failure to follow the BPCIA 

disclosure procedures; also asserted a state law cause of action for conversion 

based on Sandoz's use of Amgen's information related to safety, purity, and potency; 

alleged patent infringement. 

• Amgen files PI motion (February 2015) to block commercial manufacture, use, offer 

to sell, sale within the United States, or importation into the United States: 

• BPCIA says “shall” disclose application (42 U.S.C. § 262(l)(2)).

• Sandoz’s 180-day notice of commercial marketing is premature because the 

notice was not “before” being “licensed” by FDA (42 U.S.C. § 262(l)(8)).

• Provide a copy of the application, complete patent exchange process, provide 

notice of commercial marketing.

Amgen v. Sandoz, No. 3:14-cv-04741-EDL (ND Cal)



Amgen Inc. v. Sandoz Inc.
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• Sandoz’s opposition to MTD

• as remedies exist for failure of applicant to provide biosimilar application, 

BPCIA does not mandate disclosure. 

• Amgen is still able to assert its patents and can do so immediately.

• 180 day notice of commercial manufacturing does not first require FDA 

approval.

• No irreparable harm

• Sandoz offered application with “industry standard” confidentiality 

obligations but Amgen refused.

• Amgen had right to sue immediately after expiration of 20 day period to 

disclose application but instead waited 3 months.

• Any economic harm can be compensated with monetary damages.



Amgen Inc. v. Sandoz Inc.
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NDCA denies Amgen’s PI

• Disclosure of biosimilar application is optional

• “Shall” does not always mean mandatory particularly where the law 
provides remedies for failure to comply.

• 180-day notice can be provided before FDA approval 

• “Licensed” does not require FDA approval prior to 180-day notice. 

• “Before” modifies “first commercial marketing” not “licensed” thus must 
give notice “before” marketing. 

• Waiting until FDA approval will give RPS an additional 6 months 
exclusivity not intended by BPCIA. 

• PI Denial

• Amgen only raised “speculative” notions of irreparable harm. 

• Amgen did not provide any proofs of infringement. 



Amgen Inc. v. Sandoz Inc.
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Federal Circuit

A divided panel ruled: 

1) the information exchange and “patent dance” procedures were optional 

and that a biosimilar applicant could choose not to engage in them; but

2) the 180-day notice requirement was mandatory, at least for applicants who 

had opted out of the patent dance, and that only a notice given after FDA 

approved the aBLA would be effective to start the 180-day clock. 

• According to the Court, Sandoz’s opt-out did not violate the BPCIA or 

constitute unfair competition, leaving patent infringement as Amgen’s only 

remedy, but Sandoz’s July 8, 2014, notice was ineffective since its 

application was unapproved at that time.

• Federal Circuit denied rehearing.



End Result?

The Dance is currently optional … despite 

the use of “shall” . . . But that is not the only 

way that you can get into Court. 
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Declaratory Judgment - 42 U.S.C. § 262 (l)(9)(B-C) 
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Notice of Commercial Marketing - 42 U.S.C. § 262 (l)(8) 
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Amgen v. Apotex (SD FL)

• Amgen brought preliminary injunction motion. 

• Parties stipulated to 3 of the 4 preliminary injunction elements:

1. Irreparable Harm 

2. Balance of Hardships

3. Public Interest Served by an Injunction

• The only contested issue was likelihood of success on the merits. 

• The only issue actually before the Court was whether the BCPIA 

requires a company like Apotex, who shared its aBLA pursuant to 

262(l)(2), to give Amgen, the BLA, 180 day notice of commercial 

marketing after FDA licensure.

• The Court ruled that Apotex is required to give Amgen 180-day 

notice of its intent to market after FDA approves its application.

• Practical result – BLA’s get an additional 180-day market exclusivity. 
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Limitation on DJ Actions
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• If Biosimilar applicant provides confidential access to application, no DJ 
can be brought by either party before the 180 days notice of commercial 
marketing is received; DJ can only be brought on “PI patent list.”

• If Biosimilar applicant fails to provide (1) claim by claim statement on 
initial pioneer list (or newly issued patent) within 60 day (or 30 day) time 
frame; (2) notice of number of to be exchanged patents; (3) notice of 
complaint to FDA; (4) or 180 day notice prior to marketing, Pioneer can 
bring DJ on any patent on “initial Pioneer list” and on any newly issued 
patent.

• If Biosimilar applicant fails to provide access to confidential information 
Pioneer can bring DJ or any patent that claims biological product or use 
of product (but not manufacture of product).
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Significant Patents Will Expire Soon
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Type of 

biologic

Brand name/active ingredient/description US 

patent 

expiry
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(2013)- $ 
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AbbVie’s Strategy
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$18 Billion At Risk . . . 
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AbbVie’s Strategy
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AbbVie’s Comprehensive Strategy . . . 
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AbbVie’s Comprehensive Strategy . . . 
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AbbVie’s Comprehensive Strategy . . . 
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Amgen Filed an aBLA on Nov. 25, 2015
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“The Dance” 



Patent “Dance”
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• Biosimilar applicant “required” to provide Pioneer with confidential 

access to Biosimilar application including manufacturing process 

within 20 days of FDA “acceptance for review.”

• Within 60 days of confidential access Pioneer required to provide 

Biosimilar applicant with list of patents that could reasonably be 

asserted; and a designation of patents available for license (“initial 

Pioneer list”).



The Patent Dance Framework Under BPCIA
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Biosimilar 

files 

Application

Biosimilar 

Application 

accepted by 

FDA

Biosimilar 

provides 

confidential 

info to RPS

RPS provides 

patent list to 

Biosimilar

Biosimilar provides 

RPS with patent list 

and detailed statement

RPS provides 

Biosimilar with 

detailed statement

RPS & Biosimilar 

negotiate final list of 

patents to litigate

Biosimilar identifies 

number of patents 

that can be asserted

Simultaneous exchange 

of patent lists

RPS files complaint

180 days before Biosimilar 

commercialization must 

notify RPS

RPS files complaint

Agreement 

Reached

~45 days

20 days 60 days 60 days

60 days15 days

5 days

30 days

NO

30 days

YES



The AbbVie Dance 
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• AbbVie receives the aBLA.

• AbbVie then has 60 days to provide a list of those patents for 

which an infringement claim could reasonably be made. 

• It’s AbbVie . . .  They are going to list ALL 77 patents.

• In the event that they don’t, Amgen can add patents to the list.

• Amgen then has 60 days to lay out non-infringement and/or 

invalidity positions. 



The Patent Dance Framework Under BPCIA
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Detailed Statement - Applicant 
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The Patent Dance Framework Under BPCIA
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Detailed Statement – Patent Owner
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Where the Wheels Really Come Off the Rails . . . 
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I. 2nd Wave Litigation 
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Biosimilar Notice of Commercial Marketing and Preliminary Injunction     

Procedure 

• Biosimilar applicant must provide Pioneer with 180 day notice of 

intent to market commercially.

• Pioneer may seek preliminary injunction (PI) on any patents on the 

“initial Pioneer list” or “initial Biosimilar list” that are not also included 

on the “negotiated list” or the “exchanged lists.”

• Both parties required to reasonably expedite discovery in any 

infringement action seeking PI.



Why Dance?

• Current uncertainty re: notice of commercial 

marketing.

• Potential for negotiated settlement with rational 

players.

• Preliminary injunction factors. 
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INJUNCTIVE RELIEF
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Preliminary Injunction

• Two types of Preliminary Injunctions:

• Those that maintain the status quo.

• Those that alter parties’ positions.

• Four factors weighed in assessing whether to issue a preliminary 

injunction:

1. Irreparable Harm. 

2. Balance of Hardships.

3. Public Interest Served by an Injunction.

4. Likelihood of Success on the Merits. 
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Preliminary Injunction
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Statutory Injunction



Injunctive Relief

• Duration

• Products

• Parties

• Irreparable Harm

• Did you ask for it in the beginning?????

• MAKE YOUR RECORD!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!
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Questions?



Biosimilars Webinar Series

Mark your calendar! 
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Upcoming Webinars: Biosimilars & IPR

Thursday, March 24

1:00 pm EST



Thank you!
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Please send your NY CLE forms or questions about the webinar to marketing at lundberg@fr.com.

A replay of the webinar will be available for viewing at fr.com/industries/life-sciences. 
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