
 

 
 
ME1 27959685v.1 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF DELAWARE 

 
 
GENENTECH, INC and CITY OF HOPE,  
 
   Plaintiffs, 
 
v. 
 
AMGEN INC., 
 
   Defendant. 
 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

 
 
 
 
C.A. No. 18-00924-GMS  
 
 
 

 
PLAINTIFFS’ OPENING BRIEF IN SUPPORT OF THEIR MOTIO N  

TO DISMISS DEFENDANT’S UNENFORCEABILITY COUNTERCLAI MS  
AND TO STRIKE DEFENDANT’S ELEVENTH AFFIRMATIVE DEFE NSE 

Of Counsel: 
 
William F. Lee 
Lisa J. Pirozzolo 
Emily R. Whelan 
Kevin S. Prussia 
Andrew J. Danford 
WILMER CUTLER PICKERING  
 HALE AND DORR LLP 
60 State Street 
Boston, MA 02109 
(617) 526-6000 
 
Robert J. Gunther, Jr. 
WILMER CUTLER PICKERING  
 HALE AND DORR LLP 
7 World Trade Center 
250 Greenwich Street 
New York, NY  
(212) 230-8800 
 
Daralyn J. Durie 
Adam R. Brausa 
DURIE TANGRI LLP 
217 Leidesdorff Street 
San Francisco, CA 94111 
(415) 362-6666 

MCCARTER &  ENGLISH, LLP 
Michael P. Kelly (#2295) 
Daniel M. Silver (#4785)  
Renaissance Centre 
405 North King Street, 8th Floor 
Wilmington, DE 19801 
(302) 984-6300 
mkelly@mccarter.com 
dsilver@mccarter.com 
 
Counsel for Plaintiffs Genentech, Inc. and City 
of Hope 
 

Case 1:18-cv-00924-CFC-SRF     Document 24     Filed 08/23/18     Page 1 of 22 PageID #:
3307

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

– ii – 
 
ME1 27959685v.1 

TABLE OF CONTENTS 

I. NATURE AND STAGE OF THE PROCEEDINGS ................................ 1 
II.  LEGAL STANDARD .............................................................................. 2 
III.  SUMMARY OF ARGUMENT ................................................................ 4 
IV.  BACKGROUND ..................................................................................... 5 

A. Amgen Is Alleging That The Patents-In-Suit Are 
Unenforceable To Clear The Way For Its Biosimilar 
Version Of Genentech’s Blockbuster Drug Herceptin®. ................ 5 

B. The Only Factual Allegations In Amgen’s Unenforceability 
Defenses And Counterclaims Relate To The ’213 Patent. ............. 7 

V. ARGUMENT ......................................................................................... 11 
A. Because Amgen’s Unenforceability Theory For The ’213 

Patent Is Legally Deficient, Its Eleventh Affirmative 
Defense Should Be Stricken And Its Unenforceability 
Counterclaim For The ’213 Patent Should Be Dismissed. ........... 11 

B. Amgen’s Remaining Counterclaims For Unenforceability 
Should Be Dismissed. ................................................................. 15 

VI.  CONCLUSION ...................................................................................... 17 
  

Case 1:18-cv-00924-CFC-SRF     Document 24     Filed 08/23/18     Page 2 of 22 PageID #:
3308

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

– iii – 
 
ME1 27959685v.1 

TABLE OF AUTHORITIES 

 Page(s) 

Cases 

Akzo N.V. v. U.S. Int’l Trade Comm’n, 
808 F.2d 1471 (Fed. Cir. 1986) ............................................................................................ 11 

Aventis Pharma S.A. v. Hospira, Inc., 
675 F.3d 1324 (Fed. Cir. 2012) ............................................................................................ 11 

Bayer Schering Pharma AG v. Barr Labs., Inc., 
No. 05-cv-2308 (PGS), 2008 WL 628592 (D.N.J. Mar. 3, 2008) ........................................... 4 

Cellectis S.A. v. Precision Biosciences, 
883 F. Supp. 2d 526 (D. Del. 2012) ....................................................................................... 4 

Genentech, Inc. v. Amgen Inc., 
No. 17-1407-GMS, 2018 WL 503253 (D. Del. Jan. 22, 2018) ............................................... 6 

Medicines Co. v. Teva Parenteral Meds., Inc., 
No. 09-750-ER, 2011 WL 13135647 (D. Del. Aug. 26, 2011) ............................................. 14 

O’Gara v. Countrywide Home Loans, Inc., 
No. 08-113-JJF, 2010 WL 3070211 (D. Del. July 30, 2010) ................................................ 14 

Ring Plus, Inc. v. Cingular Wireless Corp., 
614 F.3d 1354 (Fed. Cir. 2010) ............................................................................................ 13 

Rothman v. Target Corp., 
556 F.3d 1310 (Fed. Cir. 2009) ........................................................................................ 3, 11 

Sandoz Inc. v. Amgen Inc., 
137 S. Ct. 1664 (2017) .......................................................................................................... 6 

Sepracor Inc. v. Teva Pharm. USA, Inc., 
No. 09-cv-01302 (DMC)(MF), 2010 WL 2326262 (D.N.J. June 7, 2010) .............................. 4 

Sonos, Inc. v. D&M Holdings Inc., 
No. 14-1330-RGA-MPT, 2016 WL 4249493 (D. Del. Aug. 10, 2016) ................................. 14 

Southco, Inc. v. Penn Engineering & Manufacturing Corp., 
768 F. Supp. 2d 715 (D. Del. 2011) ..................................................................................... 13 

WesternGeco L.L.C. v. ION Geophysical Corp., 
No. 09-cv-1827, 2012 WL 567430 (S.D. Tex. Feb. 21, 2012) .............................................. 13 

Case 1:18-cv-00924-CFC-SRF     Document 24     Filed 08/23/18     Page 3 of 22 PageID #:
3309

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

– iv – 
 
ME1 27959685v.1 

Wyeth Holdings Corp. v. Sandoz, Inc., 
No. 09-955-LPS-CJB, 2012 WL 600715 (D. Del. Feb. 3, 2012) .......................................... 12 

Young v. Lumenis, Inc., 
492 F.3d 1336 (Fed. Cir. 2007) ........................................................................................ 3, 11 

Statutes 

35 U.S.C. § 271(e)(2) .................................................................................................................. 6 

42 U.S.C. §§ 262(k)-(l) ............................................................................................................... 6 

42 U.S.C. § 262(l)(3)(B) ....................................................................................................... 7, 16 

Rules 

Federal Rule of Civil Procedure 8 ............................................................................................. 14 

Federal Rule of Civil Procedure 9(b) ......................................................................... 3, 15, 16, 17 

Federal Rule of Civil Procedure 10(c) ....................................................................................... 16 

Federal Rule of Civil Procedure 12(b)(6)......................................................................... 2, 11, 17 

Federal Rule of Civil Procedure 12(f) ................................................................................ 1, 2, 11 

 
 
 

Case 1:18-cv-00924-CFC-SRF     Document 24     Filed 08/23/18     Page 4 of 22 PageID #:
3310

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

– 1 – 
ME1 27959685v.1 

I.  NATURE AND STAGE OF THE PROCEEDINGS 

Plaintiff Genentech, Inc. (“Genentech”) invented and developed the drug Herceptin®, 

which is a first-of-its-kind biologic therapy that specifically targets a protein associated with an 

aggressive form of breast cancer.  Seeking to profit from this groundbreaking work, Defendant 

Amgen, Inc. (“Amgen”) is seeking FDA approval to sell a biosimilar version of Herceptin®.  

Because Amgen’s proposed product infringes patents held by Genentech and Plaintiff City of 

Hope (collectively, “Plaintiffs”)—including patents covering Herceptin®, methods of using it, 

and methods of manufacturing it—Plaintiffs sued Amgen for patent infringement on June 21, 

2018.  D.I. 1.  Plaintiffs amended their complaint shortly thereafter to reduce the number of 

patents-in-suit to eighteen.  D.I. 15.   

Amgen filed its answer to the amended complaint on August 2, 2018.  D.I. 19.  As an 

Eleventh Affirmative Defense, it asserts that “Plaintiffs’ Complaint, and each of its purported 

causes of action is barred by Plaintiffs’ unclean hands, in view of at least the reasons relating to 

Genentech’s inequitable conduct.”  D.I. 19, Aff. Defs. ¶ 11.  In support of that defense, however, 

Amgen only identifies alleged conduct with respect to one of the eighteen patents that Genentech 

has asserted, U.S. Patent No. 6,407,213 (“the ’213 patent”).  D.I. 19, Aff. Defs. ¶¶ 11-23.  

Amgen also asserts counterclaims seeking declaratory judgment of unenforceability for each of 

the eighteen asserted patents.  D.I. 19, Countercls., Counts 1-18.  But Amgen’s counterclaims 

include no factual allegations of their own—they simply incorporate the rest of Amgen’s 

pleading by reference.  See, e.g., id. ¶¶ 48-54.  The only factual allegations about 

unenforceability in Amgen’s eighteen counterclaims therefore relate to the ’213 patent.    

Plaintiffs now move to strike Amgen’s “unclean hands/inequitable conduct” affirmative 

defense under Federal Rule of Civil Procedure 12(f) and move to dismiss Amgen’s 
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