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BEFORE THE UNITED STATES JUDICIAL PANEL 
ON MULTIDISTRICT LITIGATION 

In re Aflibercept Patent Litigation MDL No. ______________ 

MOTION OF PLAINTIFF FOR TRANSFER OF ACTION TO THE  
NORTHERN DISTRICT OF WEST VIRGINIA PURSUANT TO 28 U.S.C. § 1407 

FOR COORDINATED PRETRIAL PROCEEDINGS 

Regeneron Pharmaceuticals, Inc. (“Regeneron”), by and through undersigned counsel, 

respectfully moves the Judicial Panel on Multidistrict Litigation to enter an order pursuant to 28 

U.S.C. § 1407 and Rule 6.2 of the Rules of Procedure of the Judicial Panel on Multidistrict 

Litigation, transferring Regeneron Pharmaceuticals, Inc. v. Amgen Inc., C.A. No. 2:24-cv-00264, 

currently pending in the United States District Court for the Central District of California (judge 

not yet assigned), to Chief Judge Thomas S. Kleeh in the United States District Court for the 

Northern District of West Virginia, for coordinated pretrial proceedings with the five cases filed 

by Regeneron that are already pending before Chief Judge Kleeh in the Northern District of West 

Virginia. 

Transfer for pretrial coordination is proper and necessary for the following reasons, as set 

forth more fully in the accompanying memorandum: 

1. Regeneron is the Plaintiff in six actions for patent infringement brought under the

patent laws of the United States, Title 35, United States Code, against six defendants:1  

• Regeneron Pharmaceuticals, Inc. v. Mylan Pharmaceuticals Inc. and Biocon
Biologics Inc., C.A. No. 1:22-cv-00061 (N.D. W. Va.) (Kleeh, C.J.)

1 Mylan Pharmaceuticals Inc. (“Mylan”); Biocon Biologics Inc. (“Biocon”); Celltrion, Inc. 
(“Celltrion”); Formycon AG (“Formycon”); Samsung Bioepis Co. Ltd. (“Samsung”); and 
Amgen Inc. (“Amgen”) (collectively, “Defendants”). 
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• Regeneron Pharmaceuticals, Inc. v. Celltrion, Inc.,  
C.A. No. 1:23-cv-00089 (N.D. W. Va.) (Kleeh, C.J.) 

• Regeneron Pharmaceuticals, Inc. v. Samsung Bioepis Co., Ltd.,  
C.A. No. 1:23-cv-00094 (N.D. W. Va.) (Kleeh, C.J.) 

• Regeneron Pharmaceuticals, Inc. v. Samsung Bioepis Co., Ltd.,  
C.A. No. 1:23-cv-00106 (N.D. W. Va.) (Kleeh, C.J.) 

• Regeneron Pharmaceuticals, Inc. v. Formycon AG, 
C.A. No. 1:23-cv-00097 (N.D. W. Va.) (Kleeh, C.J.) 

• Regeneron Pharmaceuticals, Inc. v. Amgen Inc.,  
C.A. No. 2:24-cv-00264 (C.D. Cal.) (judge not yet assigned) 

This motion seeks coordination of these six actions by transferring the Amgen action to West 

Virginia. 

2. Five of the six above-listed actions are pending before Chief Judge Kleeh in the 

Northern District of West Virginia.   

3. In the sixth action, Regeneron sued Amgen Inc. in the Central District of California 

(the “Amgen Action”); that case has not yet been assigned to a judge.  

4. All six actions arise out of Defendants’ filings of abbreviated Biologics License 

Applications (“aBLAs”) with the United States Food and Drug Administration (“FDA”) seeking 

approval to commercially manufacture, use, offer for sale, sell, or import biosimilar versions of 

Regeneron’s Eylea® (aflibercept) product, prior to the expiration of patents owned by Regeneron.  

Each action involves numerous asserted patents, 13 of which overlap across all six actions: U.S. 

Patent Nos. 9,222,106; 9,254,338; 9,816,110; 10,130,681; 10,415,055; 10,464,992; 10,669,594; 

10,888,601; 11,066,458; 11,084,865; 11,104,715; 11,253,572; and 11,306,135 (the “patents-in-

suit”). 

5. Each Defendant’s submission of its aBLA constitutes an act of patent infringement 

under 35 U.S.C. § 271(e).  Each Defendant has indicated that it disputes the validity and/or 
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infringement of all asserted patents and that it does not intend to await patent expiry to 

commercialize its biosimilar product.  Pursuant to 42 U.S.C. § 262(k)(7)(A), Defendants’ aBLAs 

may be approved as soon as Eylea’s regulatory exclusivity expires on May 18, 2024. 

6. Regeneron filed the first of the above-listed actions, Regeneron Pharmaceuticals, 

Inc. v. Mylan Pharmaceuticals Inc. and Biocon Biologics Inc. (the “Mylan Action”), in August 

2022, after the FDA accepted Mylan’s aBLA filing and the parties completed the pre-suit 

requirements set forth in 42 U.S.C. § 262(l).  In June 2023, Chief Judge Kleeh presided over a 

two-week bench trial involving the infringement and validity of three of Regeneron’s patents-in-

suit.  The Court issued its post-trial decision on December 27, 2023, finding that one of 

Regeneron’s patents-in-suit is valid and infringed by Mylan and Biocon. 

7. Regeneron filed suits against Celltrion, Formycon, and Samsung in the Northern 

District of West Virginia in November 2023 after each sent notice letters to Regeneron indicating 

that they would begin marketing and selling their respective biosimilar products upon receiving 

approval from the FDA.  42 U.S.C. § 262(l)(8)(A).  On December 27, 2023, Regeneron filed a 

second suit against Samsung pursuant to 42 U.S.C. § 262(l)(6).  On January 10, 2024, Regeneron 

also filed a suit in the Central District of California against Amgen pursuant to 42 U.S.C. 

§ 262(l)(6). 

8. All of the above-listed actions therefore involve the same core issue: whether, by 

seeking approval of its Eylea biosimilar product, the Defendant has infringed and/or will infringe 

any valid claim of Regeneron’s asserted patents. 

9. The above-listed actions present numerous common issues of fact and law, 

including without limitation the technologies underlying the patents-in-suit; the prosecution 

histories of the patents-in-suit; the proper construction of claim terms in the patents-in-suit; the 
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scope and content of the prior art; and any secondary indicia of non-obviousness associated with 

the products embodying the patents-in-suit.  The above-listed actions also present common issues 

of fact and law with respect to issues of remedies, including injunctive relief. 

10. All of the above-listed actions except for the Mylan Action are in their earliest 

stages.  As of the filing of this motion, in all the actions other than the Mylan Action, only a single 

scheduling conference has occurred, discovery is just beginning, and no substantive orders have 

issued.  On January 9, 2024, Chief Judge Kleeh issued an Order scheduling preliminary injunction 

proceedings in the Celltrion, Formycon, and Samsung Actions, culminating in a combined 

preliminary injunction hearing on May 2, 2024.  That Order is attached as Exhibit 7 to this motion.  

11. In the Mylan Action, Regeneron provided extensive discovery as to six patents from 

three patent families, and the Court issued a claim construction opinion on 12 claim terms of the 

six patents and a decision following a two-week trial on 12 asserted claims from three of the 

patents-in-suit.  Four of the six patents construed by the Court in the Mylan Action are asserted in 

all six actions.   

12. Regeneron intends to seek an injunction against each of the Defendants to prevent 

them from marketing their proposed biosimilars before patent expiry in each of the above-listed 

actions.  As mentioned above, a preliminary injunction hearing has been scheduled for May 2, 

2024, in four of the cases currently pending before Chief Judge Kleeh.  Ex. 7.  As the Mylan Action 

has already proceeded to trial, Regeneron will seek permanent injunctive relief from Chief Judge 

Kleeh in that case. 

13. Transfer and coordination of the above-listed action is necessary to:  (a) eliminate 

the potential for inconsistent rulings on pretrial motions, including but not limited to any claim 

construction rulings; (b) eliminate the burden of duplicative discovery on common issues; (c) avoid 

Case Pending No. 5   Document 1   Filed 01/11/24   Page 4 of 6Case 1:23-cv-00089-TSK   Document 66-1   Filed 01/11/24   Page 5 of 7  PageID #: 3887

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

	� Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
	� With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

	� Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
	� Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

	� Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


