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Immunex Corporation and Amgen Manufacturing, Limited (“Immunex”) 

respectfully submit this Memorandum of Law in support of Immunex’s Motion for 

Summary Adjudication of Infringement Under 35 U.S.C. § 271(e)(2)(C). 

I. INTRODUCTION 

 

 Trial on infringement is not warranted, as the material facts are 

not disputed. Accordingly, Immunex seeks summary adjudication of a single issue: 

that Sandoz Inc. (“Sandoz”) infringed claim 1 of US 8,722,631 (“the ’631 Patent”) 

when Sandoz submitted its biosimilar etanercept application to the FDA.  

Section 271 of the patent statute identifies various types of acts constituting 

infringement. According to subsection (e)(2)(C), it is an act of infringement to 

submit an application to the FDA if the purpose of such submission is to obtain 

approval to engage in the commercial manufacture, use, or sale of a biosimilar 

biological product the use of which is claimed in a patent.  In July of 2015, Sandoz 

did just that, and since February 26, 2016 the parties have been litigating this 

infringement. 

In its biosimilar application,  
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. Sandoz’s act of infringing claim 1 under § 271(e)(2)(C) is 

complete. Indeed,  

 

 Summary judgment is thus ripe.  

Summary judgment is also appropriate. First, it streamlines issues for trial. 

Second, it determines the respective rights of the parties with respect to the ’631 

patent and with respect to the parties’  Stipulation, dkt. no. 96 (under seal). 

Entry of summary judgment on even a single claim of just one Immunex Patent will, 

under the plain terms of the parties’  Stipulation,  

 Thus, a ruling on this summary judgment 

motion provides certainty for the parties  

 

   

Immunex thus respectfully asks that the Court grant this motion. 
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II. LEGAL STANDARDS 

When a movant shows that the material facts on an issue are undisputed, 

summary judgment is appropriate. FED. R. CIV. P. 56(a); Celotex Corp. v. Catrett, 

477 U.S. 317, 322-23 (1986). To oppose a well-taken motion, the opponent must 

establish that there are material facts that a trial must resolve. Matsushita Elec. Indus. 

Co. v. Zenith Radio Corp., 475 U.S. 574, 587 (1986). Metaphysical doubt, id. at 586, 

speculation, and conclusory allegations are not enough, Ridgewood Bd. of Educ. v. 

N.E. ex rel. M.E., 172 F.3d 238, 252 (3d Cir. 1999). 

Title 35 U.S.C. § 271 sets forth the acts that constitute patent infringement. 

Section 271(e)(2)(C), which was added by the BPCIA,1 specifies that the filing of a 

biosimilar application is an act of infringement:    

(2) It shall be an act of infringement to submit— 
 

(C) (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, 

 
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, veterinary biological product, or biological product claimed 
in a patent or the use of which is claimed in a patent before the 
expiration of such patent. 

                                                            
1 The Biologics Price Competition and Innovation Act of 2009 (“BPCIA”) allowed 
for the filing of biosimilar applications by amending, inter alia, section 351 of the 
Public Health Service Act (“PHS Act”), codified at 42 U.S.C. § 262. 
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4. Claim construction is not necessary for this determination  

Defendants’ infringement contentions neither allege non-infringement of 

claim 1 of the ’631 patent under 271(e)(2)(C) nor identify any issue related to claim 

construction that bears on such infringement.24 Thus, no claim construction dispute 

need be addressed by this Court before rendering summary judgment of 

infringement because “it is not necessary for the Court to conduct a claim 

construction proceeding prior to deciding [the patentee]’s motion for partial 

summary judgment of literal infringement as [the defendant] has failed to identify 

terms that it believes need to be construed for purpose of literal infringement.” 

PacTool Int’l Ltd. v. Kett Tool Co., 2010 WL 5174762, *2 (W.D. Wash. Dec. 15, 

2010); see also H2Ocean, Inc. v. Schmitt, 2007 WL 2376233, *3 & n.3 (N.D. Fla. 

Aug. 15, 2007) (conclusion “that the plaintiff has established infringement as a 

matter of law” could “be reached without the court first holding a Markman 

hearing”). 

Because the claim construction issues briefed to the Court for the Immunex 

Patents implicate  

 

not only is claim construction of the Immunex Patents 

                                                            
24 Undisputed Facts ¶¶ 16-17;  

  Id. ¶ 18. 
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unnecessary for the present motion, it would be an impermissible advisory opinion. 

Vivid Techs. v. Am. Sci. & Eng’g, 200 F.3d 795, 803 (Fed. Cir. 1999) (courts should 

construe claims “only to the extent necessary to resolve the controversy” between 

parties); Jang v. Boston Scientific Corp., 532 F.3d 1330, 1336 (Fed. Cir. 2008) 

(“Article III does not permit the courts to resolve issues when it is not clear that the 

resolution of the question will resolve a concrete controversy between interested 

parties.”). 

V. CONCLUSION 

There is no genuine dispute as to any material fact that Sandoz’s submission 

of BLA 761042 constitutes infringement of claim 1 of Immunex’s ’631 Patent. 

Defendants have never offered any evidence to the contrary, or indeed ever even 

alleged otherwise. Immunex is entitled to judgment as a matter of law that Sandoz 

has infringed claim 1 of the ’631 Patent under § 271(e)(2)(C) and respectfully 

requests such relief from the Court. 

_________________ 
Liza M. Walsh 
 
Attorneys for Immunex Corporation and 
Amgen Manufacturing, Limited 
 
September 12, 2017 

 
Of Counsel: 
David T. Pritikin 
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 Pursuant to Local Civil Rule 56.1 the Plaintiffs set out the following 

undisputed material facts that support their Motion for Summary Judgment: 

1.  

 

   

2.  

 
 
 
 
 
 
 

  
  

 
  

 
 
 

  
  

 
 

 
  

 
 

High Decl. ¶ 4, Ex. A at 1-3.  
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3. Sandoz submitted BLA 761042 for the purpose of obtaining approval for  

 

High Decl. ¶¶ 4, 8; Ex. A at 2; Ex. B at 1.  

4. Immunex Corporation holds the BLA for Enbrel® and is the “reference 

product sponsor” for Enbrel® within the meaning of 42 U.S.C. § 262(l).  High 

Decl. ¶ 28, Ex. J at 1. 

5. 

 
  
 

High Decl. ¶ 8, Ex. B at 1. 
 

6. Sandoz’s BLA 761042, Form FDA 356h identified “Enbrel® (etanercept)” as 

 High 

Decl. ¶ 9, Ex. B at 1. 

7. Sandoz’s BLA 761042 stated  

 High Decl. ¶¶ 4, 9-

10; Ex. A at 1-2; Ex. B at 1-2.  
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8. Sandoz is a “subsection (k) applicant” within the meaning of 42 U.S.C. 

§ 262(l). High Decl. ¶¶ 4, 9-10; Ex. A at 1-2; Ex. B at 1-2. 

9

 

 

 
 
 
 

          High Decl. ¶ 14, Ex C at SAN-ETAN_0000624.  

High Decl. ¶ 14, Ex C at SAN-ETAN_0000626. 
  

High Decl. ¶ 14, Ex C at SAN-ETAN_0000626. 
 

10.  

 

Case 2:16-cv-01118-CCC-MF   Document 311-1   Filed 12/08/17   Page 4 of 8 PageID: 10114



5 
SANDOZ CONFIDENTAL INFORMATION 

 

  

 

 

 

High Decl. ¶ 15, Ex. C at SAN-ETAN_0000626. 

 

High Decl. ¶ 15, Ex. C at SAN-ETAN_0000624. 

11. On August 30, 2016, FDA approved BLA 761042, including with the 

indications, usage, dosage and administration  

  High Decl. ¶ 30, Ex. L at 

SAN-ETAN_0187999, -171. 

12. The approved label for Sandoz’s product approved under BLA 761042 is 

publicly available. High Decl. ¶ 17, Ex. D. 

13. With respect to Sandoz’s etanercept’s composition, properties, and requested 

indications and dosing regimens, the approved label is  
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.  High Decl. ¶¶ 12-17; Ex. C at SAN-

ETAN_0000624, SAN-ETAN_0000626; Ex. D at AMG-ENBNJ-00353756, 

AMG-ENBNJ-00353759. 

14. On December 18, 2015, Immunex provided Sandoz, the biosimilar applicant 

of BLA 761042, with its list of patents under section 351(l)(3) of the PHS Act 

(“351(l)(3) list”) naming the ’631 patent as one of the unexpired U.S. patents 

for which it believed infringement could reasonably be asserted against 

Sandoz. High Decl. ¶ 19, Ex. F at 1. 

15. According to Sandoz, etanercept is   

High Decl. ¶ 25; Ex. C at SAN-ETAN_0000634; Ex. I at 2. 

16. In their Invalidity and Non-infringement Contentions, Defendants did not 

dispute that  

 

 

  High Decl. ¶ 21, Ex. G at 283-84. 
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17.  

 

 
High Decl. ¶ 22, Ex. H at 1. 

18. On July 27, 2017,  

.  High Decl. ¶ 18, Ex. E at 1. 

19. In a letter from Sandoz to Amgen Inc. and Hoffman-La Roche, Inc. dated June 

14, 2013, Sandoz stated “Sandoz Inc., has developed an etanercept product, 

biosimilar to Enbrel®, which they intend to market in the United States 

following necessary regulatory approvals.” High Decl. ¶ 32, Ex. M at A1556. 

20. A document produced by Sandoz in this action dated “  

 

 in reference to Sandoz’s product submitted for approval in BLA 

761042. High Decl. ¶¶ 33, 35, Ex. N at SAN-ETAN_0346012, SAN-

ETAN_0346043. 

21. In a letter from Sandoz Immunex Corp. dated July 10, 2016, Sandoz stated 

“Sandoz has filed an application for FDA approval of a Sandoz biosimilar 
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etanercept product, for which Immunex’s ENBREL® is the reference product. 

Sandoz . . . expects . . . to receive FDA approval to market its product on 

August 30, 2016. Absent some agreement between the parties, Sandoz intends 

to begin commercial marketing of its product immediately thereafter.” High 

Decl. ¶ 28, Ex. J at 1. 

22. Claim 1 of U.S. Patent No. 8,722,631 recites “A method of treatment 

comprising administering a dose of TNFR:Fc to a patient having psoriatic 

arthritis and/or plaque psoriasis, wherein the dose is administered one time or 

two times per week, and wherein the dose administered is 25-50 mg or 50-

100 mg, and wherein the dose is administered by subcutaneous injection.” 

High Decl. ¶ 30, Ex. K. 

23. In the context of the claims of the Immunex Patents, Sandoz agreed that 

“TNFR:Fc” means “etanercept.” High Decl. ¶ 24, Ex. I at 2. 
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I, James A. High Jr., of full age, declare: 
 

1. I am an attorney with the law firm Sidley Austin LLP, counsel of record 

for Immunex Corporation and Amgen Manufacturing, Limited (collectively, 

“Immunex”) in this matter, and am a member in good standing of the State Bar of 

California and the District of Columbia Bar.  I am admitted pro hac vice before this 

Court. The facts stated herein are true of my own personal firsthand knowledge.  I 

make this declaration in support of Immunex’s Motion for Summary Adjudication 

of Infringement Under 35 U.S.C. § 271(e)(2)(C).  

2. Attached hereto as Exhibit A is a true and correct copy of a document 

produced by the defendants in this action bearing production numbers SAN-

ETAN_0000827 – 29.  

3. Exhibit A is the cover letter from Sandoz Inc. to the FDA for BLA 

761042 as originally submitted on July 30, 2015.  

4. Exhibit A stated on pages 1 to 3, in part:  
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5. The defendants produced Exhibit A before October 12, 2016 with the 

legend “HIGHLY CONFIDENTIAL.” Pursuant to Paragraph 3 of the Stipulated 

Amended Discovery Confidentiality Order (Dkt. No. 124) (hereinafter “Amended 

DCO”), Exhibit A is now designated “CONFIDENTIAL.” 

6. Attached hereto as Exhibit B is a true and correct copy of a document 

produced by the defendants in this action bearing production numbers SAN-

ETAN_0000184-86.  

7. Exhibit B is the BLA Form FDA 356h as originally submitted as part of 

BLA 761042.  

8. Page 1, cell 15 of Exhibit B  
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9. Page 1, cell 19 of Exhibit B   

  

10. Page 2, cell 25 of Exhibit B  

 

11. The defendants produced Exhibit B before October 12, 2016 with the 

legend “HIGHLY CONFIDENTIAL.” Pursuant to Paragraph 3 of the Amended 

DCO, Exhibit B is now designated “CONFIDENTIAL.”  

12. Attached hereto as Exhibit C is a true and correct copy of a document 

produced by the defendants in this action bearing production numbers SAN-

ETAN_0000624 – 64.  

13. Exhibit C is  
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14. In Exhibit C,  

 

 

 

 

 
 
 
 
 
 

Ex. C at SAN-ETAN_0000624  

Ex. C at SAN-ETAN_0000626. 
  

Ex. C at SAN-ETAN_0000626.   
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15. Exhibit C  

 

  

 

 

 

Ex. C at SAN-ETAN_0000626. 

 

 

 

 

 

Ex. C at SAN-ETAN_0000624. 

16. The defendants produced Exhibit C before October 12, 2016 with the 

legend “HIGHLY CONFIDENTIAL.” Pursuant to Paragraph 3 of the Amended 

DCO, Exhibit C is now designated “CONFIDENTIAL.” 
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17. Attached hereto as Exhibit D is a true and correct copy of a document 

produced by Immunex in this action bearing production numbers AMG-ENBNJ-

00353756 – 808. Exhibit D is the FDA-approved label for Sandoz’s etanercept 

biological product taken from the FDA’s website at 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/761042lbl.pdf. 

18. Attached hereto as Exhibit E is a true and correct copy of a letter from 

Maureen Rurka to Peter Choi and Aaron Maurer dated July 27, 2017. The first 

paragraph of Exhibit E reads, in part,  

 

 

19. Attached hereto as Exhibit F is a true and correct copy of Immunex’s 

letter sent pursuant to 26 U.S.C. § 262(l)(3)(A) on December 18, 2015. In this letter, 

Immunex lists the ’631 patent as a patent which Immunex believed could reasonably 

be asserted against Sandoz. 

20. The first page of Exhibit F states that it “Contains information designated 

‘HIGHLY CONFIDENTIAL’ by Sandoz Inc.” Pursuant to Paragraph 24 of the 

Amended DCO, Exhibit F, which was designated pursuant to the parties’ October 

26, 2015 Confidentiality Agreement, is now designated “CONFIDENTIAL.”  

21. Defendant Sandoz Inc.’s Invalidity and Noninfringement Contentions, 

dated July 29, 2016, are 285 pages long, not including associated charts. Attached 
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hereto as Exhibit G is a true and correct copy of excerpts from Defendant Sandoz 

Inc.’s Invalidity and Noninfringement Contentions in this action, specifically, pages 

1, 283, 284, and 285.  

22. Attached hereto as Exhibit H is a true and correct copy of Exhibit N to 

Defendant Sandoz Inc.’s Invalidity and Noninfringement Contentions in this action. 

 

 

23. Attached hereto as Exhibit I is a true and correct copy of the Joint Claim 

Construction and Prehearing Statement Pursuant to L. Pat. R. 4.3 submitted in this 

action on October 17, 2016.  
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24. On page 2 of Exhibit I, the parties agreed to constructions of claim terms 

in the Immunex Patents whereby “TNFR:Fc” meant “etanercept” (highlighting 

added):  

  
 

25. According to page SAN-ETAN_0000634 of Exhibit C,  

 

26. On November 3, 2016, the parties agreed that Exhibit I could be filed 

publicly. See Dkt. No. 126.  

27. Attached hereto as Exhibit J is a true and correct copy of a letter from 

Maureen L. Rurka on behalf of Sandoz to Jeffrey P. Kushan dated July 10, 2016.  
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28. In Exhibit J, Ms. Rurka stated “Sandoz has filed an application for FDA 

approval of a Sandoz biosimilar etanercept product, for which Immunex’s 

ENBREL® is the reference product. Sandoz . . . expects . . . to receive FDA approval 

to market its product on August 30, 2016. Absent some agreement between the 

parties, Sandoz intends to begin commercial marketing of its product immediately 

thereafter.”  

29. Immunex Corporation holds the BLA for Enbrel®. Ex. J at 1.  

30. Attached hereto as Exhibit K is a true and correct copy of U.S. Patent 

No. 8,722,631 (“the ’631 Patent”).   Claim 1 of U.S. Patent No. 8,722,631 recites “A 

method of treatment comprising administering a dose of TNFR:Fc to a patient 

having psoriatic arthritis and/or plaque psoriasis, wherein the dose is administered 

one time or two times per week, and wherein the dose administered is 25-50 mg or 

50-100 mg, and wherein the dose is administered by subcutaneous injection.” 

31. Attached hereto as Exhibit L is a true and correct copy of a document 

produced by the defendants in this action bearing production numbers SAN-

ETAN_0188099 – 171. Exhibit L is a  

. The defendants 

produced Exhibit L before October 12, 2016 with the legend “HIGHLY 

CONFIDENTIAL – OUTSIDE COUNSEL’S EYES ONLY.” Pursuant to Paragraph 

3 of the Amended DCO, Exhibit L is now designated “CONFIDENTIAL.”  
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32. Attached hereto as Exhibit M is a true and correct copy of a document 

included as A1556-57 in the Joint Appendix from an appeal in prior litigation, 

Sandoz Inc. v. Amgen Inc., 773 F.3d 1274 (Fed. Cir. 2014). Exhibit M is a letter from 

Sandoz Inc. to Amgen Inc. and Hoffman-La Roche, Inc. dated June 14, 2013 which 

on page A1556 states “Sandoz Inc., has developed an etanercept product, biosimilar 

to Enbrel®, which they intend to market in the United States following necessary 

regulatory approvals.”  

33. Attached hereto as Exhibit N is a true and correct copy of a document 

produced by the defendants in this action bearing production numbers SAN-

ETAN_0346012 – 49.  The first page of Exhibit N, page SAN-ETAN_0346012, 

  

34. Page SAN-ETAN_0346014 of Exhibit N  
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35. Page SAN-ETAN_0346043 of Exhibit N states  

 

 

  

I declare under oath pursuant to 28 U.S.C. § 1746 that the above is true 

and correct and that the above is executed in Burlingame, California on 

September 12, 2017.  

 

Dated: September 12, 2017  ____________________________ 

       James A. High Jr. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

 
 

IMMUNEX CORPORATION;  
AMGEN MANUFACTURING, LIMITED; 
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Pursuant to Local Patent Rule 4.3 and the Court’s Pretrial Scheduling Order (Dkt. No. 

97), the parties submit this Joint Claim Construction and Prehearing Statement regarding 

disputed terms in United States Patent Nos. 8,063,182 (“the ’182 patent”); 8,163,522 (“the ’522 

patent”); 7,915,225 (“the ’225 patent”); 8,119,605 (“the ’605 patent”); and 8,722,631 (“the ’631 

patent”) (collectively, “the patents-in-suit”).  

I. Background 

This is a patent infringement action under 35 U.S.C. § 271, including § 271(e)(2)(C), 

which was enacted in 2010 as part of the Biologics Price Competition and Innovation Act 

(“BPCIA”). Plaintiffs Immunex Corporation and Amgen Manufacturing, Limited (collectively, 

“Immunex”) manufacture and market the biologic drug product Enbrel®. Immunex Corporation 

owns the ’225, ’605, and ’631 patents and is the exclusive licensee to the ’182 and ’522 patents, 

which are owned by plaintiff Hoffmann-La Roche Inc. (“Roche”). Amgen Manufacturing 

Limited is the exclusive licensee to the ’225, ’605, and ’631 patents and is the exclusive 

sublicensee to the ’182 and ’522 patents. 

Plaintiffs allege that defendants Sandoz, Inc., Sandoz International GmbH, and Sandoz 

GmbH (collectively, “Defendants”1) have infringed the asserted claims of the ’182 and ’522 

patents by filing an abbreviated Biologics License Application (“aBLA”) pursuant to the BPCIA, 

seeking authorization from the FDA to market a biosimilar version of Enbrel®. Plaintiffs also 

allege that Defendants will infringe the asserted claims of the ’182 and ’522 patents if allowed to 

market their biosimilar version of Enbrel®.  

Immunex alleges that Defendants have infringed the asserted claims of the ’225, ’605, 

and ’631 patents by filing an aBLA pursuant to the BPCIA, seeking authorization from the FDA 

                                                 
1 At present, Sandoz, Inc. and Sandoz International GmbH have answered Plaintiffs’ Complaint. 
See ECF 31, 106. Sandoz GmbH was recently served.  
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to market a biosimilar version of Enbrel®. Immunex also alleges that Defendants will induce 

infringement of the asserted claims of the ’225, ’605, and ’631 patents if allowed to market their 

biosimilar version of Enbrel®. 

Sandoz alleges that the all of the patents-in-suit are invalid and that the ‘182 and ‘522 

patents also are unenforceable.  Sandoz also alleges that it does not infringe at least certain 

claims of the patents-in-suit. 

II. Local Patent Rule 4.3  

A. Agreed Constructions 

Immunex and Sandoz have agreed to the construction of claim terms as set forth below. 

Term / Claims Asserted Claims Agreed Construction 

“therapeutically 
effective dose” 

’225 claims 1-9, 12-15 
’605 claims 1-4, 10-13 

Plain and ordinary meaning: “an amount suitable 
for therapy” 

“wherein (a) a dose of 
50 mg of TNFR:Fc is 
administered two times 
per week for at least two 
months and then (b) 
TNFR:Fc is 
administered at a 
reduced dose or a 
reduced frequency” 

’225 claims 5-8 
 
’605 claims 10-13 

Plain and ordinary meaning: “wherein (a) a dose 
of 50 mg of etanercept is administered two times 
per week for at least two months and then (b) 
etanercept is administered at a reduced dose or at 
a reduced frequency” 

“(a) administering to the 
patient TNFR:Fc 
subcutaneously at a dose 
of 50 mg twice per week 
for at least two months, 
and then (b) 
administering TNFR:Fc 
subcutaneously at a dose 
of 50 mg once per week 
or at a dose of 25 mg 
twice per week”  

’225 claims 16, 20 
 

Plain and ordinary meaning: “(a) administering to 
the patient etanercept subcutaneously at a dose of 
50 mg twice per week for at least two months, 
and then (b) administering etanercept 
subcutaneously at a dose of 50 mg once per week 
or at a dose of 25 mg twice per week” 
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B. Disputed Terms 

Immunex and Sandoz dispute the proper construction of the terms set forth below. 

Pursuant to L. Pat. R. 4.3(b), attached to this statement as Exhibits A and B are charts in which 

the parties have set forth their respective proposed construction of each disputed term, together 

with an identification of all intrinsic and extrinsic evidence that each party intends to rely upon 

either to support its proposed construction or to oppose the other party’s proposed construction. 

1. Terms applicable to the ’182 and ’522 patents 

Term / Claims Asserted Claims Immunex’s Proposal Sandoz’s Proposal 

“all of the domains of 
the constant region of a 
human immunoglobulin 
IgG heavy chain other 
than the first domain of 
said constant region”2 
 
“all of the domains of 
the constant region of a 
human IgG 
immunoglobulin heavy 
chain other than the 
first domain of said 
constant region” 

’182 claims 1-36 
 
 
 
 
 
 
’522 claims 1-3, 
7-10 
 

Plain and ordinary 
meaning: 
 
“‘-hinge-CH2-CH3’ 
region of a human 
[IgG/IgG1]” 

“the CH2 and CH3 
domains of human 
[IgG/IgG1]” 

“the extracellular region 
of the insoluble human 

’182 claims 11, 35 
 

Plain and ordinary 
meaning:  

“the extracellular region 
of the p75 TNFR, 

                                                 
2 Variations of this term that appear in the claim language include: “all of the domains of the 
constant region of a human IgG1 heavy  chain other than the first domain of the constant 
region”; “all of the domains of the constant region of the human IgG1 heavy chain other than the 
first domain of the constant region”; “all of the domains of the constant region of the heavy chain 
of a human IgG immunoglobulin other than the first domain of said constant region”; “all the 
domains of the constant region of the human immunoglobulin IgG heavy chain other than the 
first domain of said constant region”; “all the domains of the constant region of a human IgG1 
immunoglobulin heavy chain other than the first domain of the constant region”; and “all of the 
domains of the constant region of the human immunoglobulin IgG heavy chain other than the 
first domain of the constant region.” The parties agree that all variations of this term should have 
the same construction as that proposed by each party for this term (with alternative bracketed 
language being logically applied in context for the IgG and IgG1 variations). 
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Term / Claims Asserted Claims Immunex’s Proposal Sandoz’s Proposal 

TNF receptor” 
 
“the extracellular region 
of the human tumor 
necrosis factor (TNF) 
receptor” 
 
“the extracellular region 
of the human tumor 
necrosis factor (TNF) 
receptor, wherein the 
insoluble human TNF 
receptor has an 
apparent molecular 
weight of about 75 
kilodaltons as 
determined on a non-
reducing SDS-
polyacrylamide  gel and 
comprises the amino 
acid sequence 
LPAQVAFXPYAPEP
GSTC (SEQ ID NO: 
10)” 

 
“the extracellular region 
of an insoluble human 
TNF receptor, wherein 
the insoluble human 
TNF receptor comprises 
the amino acid 
sequence of SEQ ID 
NO: 27”3 

 
 
 
 
 
 
 
’522 claims 1-3 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
’522 claims 7-10 

 
“that portion of the human 
[75 kDa] TNF receptor 
that protrudes outside the 
cell” 

consisting of amino acids 
23-257 of the amino acid 
sequence of SEQ ID NO: 
27” 

“specifically binds 
human TNF” 

’182 claims 1-36 Plain and ordinary 
meaning: 
 
“has the ability to strongly 
and stably bind human 
TNF” 

“binds a detectable 
amount of TNF in an in 
vitro TNF-binding assay” 

                                                 
3 Sandoz asserts that all four variations should have the same construction. Immunex asserts that 
all variations should share the non-bracketed language Immunex proposes, but that only the last 
two variations contextually merit the further inclusion of the additional bracketed language.  
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Term / Claims Asserted Claims Immunex’s Proposal Sandoz’s Proposal 

“wherein the 
polynucleotide encodes 
a protein consisting of” 

’522 claims 1-3, 
7-10 

Plain and ordinary 
meaning: 
 
“wherein the 
polynucleotide contains 
the genetic information 
for a protein consisting 
of” 

“the polynucleotide 
encodes only the protein 
and includes no other 
amino acid sequence” 

 
For the Court’s convenience, exemplary claims are shown below in their entirety with the 

disputed claim terms underlined. 

Independent claim 1 of the ’182 patent recites: 

1. A protein comprising 

(a) a human tumor necrosis factor (TNF)-binding soluble fragment 
of an insoluble human TNF receptor, wherein the insoluble human 
TNF receptor (i) specifically binds human TNF, (ii) has an 
apparent molecular weight of about 75 kilodaltons on a non-
reducing SDS-polyacrylamide gel, and (iii) comprises the amino 
acid sequence LPAQVAFXPYAPEPGSTC (SEQ ID NO: 10); and  

(b) all of the domains of the constant region of a human 
immunoglobulin IgG heavy chain other than the first domain of 
said constant region; 

wherein said protein specifically binds human TNF. 

Dependent claim 11 of the ’182 patent recites: 

11. The protein of claim 1, wherein the protein consists essentially 
of the extracellular region of the insoluble human TNF receptor 
and all the domains of the constant region of a human IgG1 
immunoglobulin heavy chain other than the first domain of the 
constant region. 

Dependent claim 35 of the ’182 patent recites: 

35. The protein of claim 30, wherein the protein consists 
essentially of the extracellular region of the human tumor necrosis 
factor (TNF) receptor amino acid sequence encoded by the cDNA 
insert, and all the domains of the constant region of a human IgG1 
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immunoglobulin heavy chain other than the first domain of the 
constant region. 

Independent claim 1 of the ’522 patent recites: 

1. A method comprising the steps of: 

(a) culturing a host cell comprising a polynucleotide, wherein the 
polynucleotide encodes a protein consisting of: 

(i) the extracellular region of an insoluble human TNF receptor, 
wherein the insoluble human TNF receptor has an apparent 
molecular weight of about 75 kilodaltons as determined on a non-
reducing SDS-polyacrylamide gel and comprises the amino acid 
sequence LPAQVAFXPYAPEPGSTC (SEQ ID NO: 10), and 

(ii) all of the domains of the constant region of a human IgG 
immunoglobulin heavy chain other than the first domain of said 
constant region, and 

(b) purifying an expression product of the polynucleotide from the 
cell mass or the culture medium. 

Independent claim 7 of the ’522 patent recites: 

7. A method comprising the steps of: 

(a) culturing a host cell comprising a polynucleotide, wherein the 
polynucleotide encodes a protein consisting of: 

(i) the extracellular region of a insoluble human TNF receptor, 
wherein the insoluble human TNF receptor comprises the amino 
acid sequence of SEQ ID NO: 27 and 

(ii) all of the domains of the constant region of a human IgG 
immunoglobulin heavy chain other than the first domain of said 
constant region, and 

(b) purifying an expression product of the polynucleotide from the 
cell mass or culture medium. 

2. Terms applicable to the ’225, ’605, and ’631 patents 

Term / Claims Asserted Claims Immunex’s Proposal Sandoz’s Proposal 

“psoriasis” 
 
 

’225 claims 1-9, 
12-16, 20 

Plain and ordinary 
meaning: 
 

“an inflammatory disease 
of the skin and/or nails 
that does not include the 
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Term / Claims Asserted Claims Immunex’s Proposal Sandoz’s Proposal 

“a particular human 
inflammatory disease of 
the skin, as diagnosed by 
physicians” 

symptoms of psoriatic 
arthritis” or indefinite 
under 35 U.S.C. § 112 

“psoriatic arthritis” 
 
 

’225 claims 12-15 
 
’631 claims 1-5, 7, 
17-22 

Plain and ordinary 
meaning:  
 
“a particular human 
inflammatory disease of 
the skin and joints, as 
diagnosed by physicians” 

“an inflammatory disease 
characterized by one or 
more swollen joints or one 
or more painful or tender 
joints, and also manifest 
at least one psoriatic 
lesion of the skin or nails 
prior to or concurrent with 
the onset of joint 
symptoms” or indefinite 
under 35 U.S.C. § 112 

“ordinary psoriasis”  
 
 

’605 claims 1-4, 
10-13 
 

Plain and ordinary 
meaning: 
 
“psoriasis without the 
more serious symptoms of 
psoriatic arthritis” 

“an inflammatory disease 
of the skin and/or nails 
that does not include the 
symptoms of psoriatic 
arthritis” or indefinite 
under 35 U.S.C. § 112. 

“plaque psoriasis” 
 
 

’631 claims 1-6, 8-
15 

Plain and ordinary 
meaning:  
 
“a subtype of a particular 
human inflammatory 
disease of the skin, as 
diagnosed by physicians, 
distinguished by skin 
lesions having silvery 
white scale” 

“an inflammatory disease 
of the skin characterized 
by inflamed swollen skin 
lesions covered with 
silvery white scale” 

“patient”  ’225 claims 1-9, 
12-16, 20 
 
’605 claims 1-4, 
10-13 
 
’631 claims 1-15, 
17-22 

Plain and ordinary 
meaning: 
  
“human in need of 
treatment” 

“any animal, including a 
non-human animal” 

 
For the Court’s convenience, exemplary claims are shown below in their entirety with the 

disputed claim terms underlined. 
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Independent claim 1 of the ’225 patent recites: 

1. A method for treating a patient having psoriasis comprising 
administering to the patient a therapeutically effective dose of 
TNFR:Fc, wherein the patient attains at least fifty percent 
improvement in PASI score. 

Dependent claim 12 of the ’225 patent recites: 

12. A method for treating a patient having psoriasis and psoriatic 
arthritis comprising administering to the patient a therapeutically 
effective dose of TNFR:Fc, wherein the patient attains at least fifty 
percent improvement in PASI score. 

Independent claim 1 of the ’605 patent recites: 

1. A method for treating a patient having ordinary psoriasis 
comprising administering to the patient a therapeutically effective 
dose of TNFR:Fc. 

Independent claim 1 of the ’631 patent recites: 

1. A method of treatment comprising administering a dose of 
TNFR:Fc to a patient having psoriatic arthritis and/or plaque 
psoriasis, 

wherein the dose is administered one time or two times per 
week, and 

wherein the dose administered is 25-50 mg or 50-100 mg, and 
wherein the dose is administered by subcutaneous injection. 

C. Identification of Significant Terms 

Pursuant to L. Pat. R. 4.3(c), Immunex and Sandoz identify the following terms “whose 

construction will be most significant to the resolution of the case” or “whose construction will be 

case or claim dispositive or substantially conducive to promoting settlement.” While Immunex 

and Sandoz recognize that the exclusive adoption by the Court of each and every proposal put 

forth by one side or the other would have a significant impact on the parties’ preparation of their 

cases for trial and appeal, they do not consider the resolution of any particular term or terms to 

be either case dispositive or substantially conducive to settlement. 
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D. Anticipated Length of Time for Claim Construction Hearing 

Pursuant to L. Pat. R. 4.3(d), Immunex and Sandoz estimate that the entire claim 

construction hearing will be conducted in no more than one day. They further agree that each 

shall have equal aggregate argument time. The parties will not present a separate or preliminary 

technology tutorial and, instead, will incorporate relevant technical background into their 

respective arguments.   

E. Identification of Witnesses for the Claim Construction Hearing 

Pursuant to L. Pat. R. 4.3(e), the parties will not present live expert testimony unless the 

Court requests it in advance with regard to specific issues set forth in the parties’ disclosures of 

expert opinion in Exhibits A and B.  

 
Date: Oct. 17, 2016  Respectfully submitted, 

 
    
     s/Liza M. Walsh     
   Liza M. Walsh 

Christine I. Gannon 
Eleonore Ofosu-Antwi 
WALSH PIZZI O’REILLY FALANGA LLP 
One Riverfront Plaza 
1037 Raymond Boulevard, 6th Floor 
Newark, New Jersey 07102 
(973) 757-1100 
 
OF COUNSEL: 
 
David T. Pritikin (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
One South Dearborn 
Chicago, Illinois 60603 
(312) 853-7000 
 
Jeffrey P. Kushan (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
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1501 K Street N.W. 
Washington, D.C. 20005 
(202) 736-8700 
 
M. Patricia Thayer (admitted pro hac vice) 
Vernon M. Winters (admitted pro hac vice) 
James A. High Jr. (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
555 California Street, Suite 2000 
San Francisco, California 94104 
(415) 772-1200 
 
Samuel N. Tiu (admitted pro hac vice) 
Matthew S. Jorgenson (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
555 West Fifth Street 
Los Angeles, California 90013 
(213) 896-6000 
 

Attorneys for Immunex Corporation and  
Amgen Manufacturing, Limited 

    
 
 
  s/James S. Richter     
 

James S. Richter 
Melissa Steedle Bogad 
WINSTON & STRAWN LLP 
The Legal Center 
One Riverfront Plaza, Suite 730 
Newark, NJ 07102 
(973) 848-7676 
 
OF COUNSEL 
 
George C. Lombardi 
Maureen L. Rurka 
Julia Mano Johnson 
WINSTON & STRAWN LLP 
35 West Wacker Drive 
Chicago, Illinois 60601-9703 
(312) 558-5600 
 
Merritt D. Westcott 
Melinda K. Lackey 
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WINSTON & STRAWN LLP 
1111 Louisiana Street, 25th Floor 
Houston, Texas 77002-5242 
(713) 651-2600 
 
Attorneys for Sandoz, Inc., Sandoz 
International GmbH, and Sandoz GmbH 
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CERTIFICATE OF SERVICE 

The undersigned attorney certifies that a copy of the foregoing JOINT CLAIM 
CONSTRUCTION AND PREHEARING STATEMENT PURSUANT TO L. PAT. R. 4.3 was 
served by electronic mail on all counsel of record. 

 

Dated: Oct. 17, 2016 
 

  s/Liza M. Walsh     

 
OF COUNSEL:  
 
David T. Pritikin (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
One South Dearborn 
Chicago, Illinois 60603 
(312) 853-7000 
 
Jeffrey P. Kushan (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
1501 K Street N.W. 
Washington, D.C. 20005 
(202) 736-8700 
 
M. Patricia Thayer (admitted pro hac vice) 
Vernon M. Winters (admitted pro hac vice) 
James A. High Jr. (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
555 California Street, Suite 2000 
San Francisco, California 94104 
(415) 772-1200 
 
Samuel N. Tiu (admitted pro hac vice) 
Matthew S. Jorgenson (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
555 West Fifth Street 
Los Angeles, California 90013 
(213) 896-6000 

 
Liza M. Walsh 
Christine I. Gannon 
Eleonore Ofosu-Antwi 
WALSH PIZZI O’REILLY FALANGA LLP 
One Riverfront Plaza 
1037 Raymond Boulevard, 6th Floor  
Newark, New Jersey 07102 
(973) 757-1100 
 
Attorneys for Immunex Corporation and  
Amgen Manufacturing, Limited 
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MAUREEN L. RURKA 
(312) 558-7936 

mrurka@winston.com 
 

 
 

July 10, 2016 
 
 

VIA EMAIL 
Jeffrey P. Kushan 
Sidley Austin LLP 
1501 K Street NW 
Washington, DC 20005-1401 
 
Dear Jeff, 
 

As you know, Sandoz has filed an application for FDA approval of a Sandoz biosimilar 
etanercept product, for which Immunex’s ENBREL® is the reference product. Sandoz will have a 
FDA Advisory Committee meeting on July 13, 2016 and  expects – based in part on 
communications from the FDA – to receive FDA approval to market its product on August 30, 
2016. Absent some agreement between the parties, Sandoz intends to begin commercial 
marketing of its product immediately thereafter.  

Sandoz is aware of the prevailing Federal Circuit precedent requiring the provision of a 
“notice of commercial marketing” to be provided pursuant to 42 U.S.C. § 262(l)(8)(A), that such 
notice can only be provided at FDA approval, and that such notice is mandatory.  However, 
those judgments are the subject of a Supreme Court petition, and may yet be the subject of a 
further petition on request for en banc review.  Further, we recognize that, should the Supreme 
Court accept our client’s petition, any decision is only likely to be given in the first half of 2017.  
In this letter, Sandoz seeks to preserves its entitlement to damages should the courts ultimately 
determine that notice can be given prior to approval, or that notice is not mandatory.  

To that end, Sandoz gives the following notices:  

(1) Solely to preserve Sandoz’s potential future entitlement to damages, in the event that 
the Supreme Court ultimately rules that Sandoz is not required to wait until FDA 
approval of its etanercept product before providing its notice of commercial 
marketing under 42 U.S.C. § 262(l)(8)(A) or that that notice is not mandatory, this 
letter serves as notice that Sandoz intends to commercially market its product no later 
than 180 days from today.   
 

(2) If the Supreme Court ultimately rules that Sandoz is required to wait until FDA 
approval before providing its § 262(l)(8)(A) notice and that such notice is mandatory, 
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this letter serves as notice that Sandoz intends to commercially market its product no 
later than 180 days from the day it receives FDA approval for its etanercept product, 
such notice only becoming effective on FDA approval.       

Accordingly, Sandoz provides such notice without waiving its right to begin commercial 
marketing at any time after receiving approval and without waiving any argument that it is not or 
should not be required to: (1) provide the notice as set forth in § 262(l)(8)(A) or (2) provide that 
notice only after FDA approval.  

Please note that if your clients are of the view that the notice referred to in paragraph (2) 
above does not satisfy the requirements of 42 U.S.C. § 262(l)(8)(A) as currently interpreted by 
the Federal Circuit in Amgen v. Sandoz and Amgen v. Apotex, please advise by no later than July 
31, 2016.  

     Best regards, 

      
 
     Maureen L. Rurka 
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	Ex. G - Excerpts from Sandoz's Invalidity and NI Contentions - CONF.pdf
	UNITED STATES DISTRICT COURT
	DISTRICT OF NEW JERSEY
	B. The Asserted Claims Of The ‘182 And ‘522 Patents Are Invalid For Obviousness (Local Patent Rule 3.3(b))
	1. Person of Ordinary Skill in the Art.
	A person of ordinary skill in the art in the field has a bachelor’s or master’s degree in biology, chemistry, or a similar field with significant experience (at least 5 years) in the field of molecular immunology, including experience with cloning and...
	2. Selected Prior Art
	Sandoz reserves the right to rely on all prior art references discussed herein in their entirety, regardless of where they appear in these contentions. This section is intended to be a representative sample of the art and is not intended to limit Sand...
	a. Byrn
	b. Capon ‘964
	c. Capon 1989
	d. Dembic
	e. Jacobs
	U.S. Patent No. 5,605,690 (“Jacobs”) issued on Feb. 25, 1997 from a series of applications, the earliest of which, U.S. Patent App. No. 403,241, was filed on September 5, 1989.  Jacobs is in the same patent family as the Smith ‘760 patent, which issue...
	Jacobs is generally directed to the use of TNFRs to suppress TNF-dependent inflammatory diseases.  Jacobs, col. 1:18-21.  Jacobs explains:
	TNF proteins initiate their biological effect on cells by binding to specific TNF receptor (TNFR) proteins expressed on the plasma membrane of a TNF-responsive cell.  Two distinct forms of TNFR are known to exist: Type I TNFR (TNFRI), having a molecul...
	Id., col. 1:34-45.
	Jacobs teaches that “the present invention provides a method of treating a human having arthritis comprising the step of administering a TNF antagonist, such as soluble human TNFR, to a human.”  Id., col. 2:1-4.  Jacobs describes the therapeutic use o...
	For therapeutic use, purified soluble TNFR protein is administered to a patient, preferably a human, for treatment of arthritis.  Thus, for example, soluble TNFR protein compositions can be administered, for example, via intra-articular, intraperitone...
	Id., cols. 13:28-14:2.
	Jacobs further teaches that
	[a] recombinant chimeric antibody molecule may also be produced having TNFR sequences substituted for the variable domains of either or both of the immunoglobulin molecule heavy and light chains and having unmodified constant region domains.  For exam...
	Id., col. 7:42-58.
	Jacobs provides the following “structure of the recombinant human TNFR/Fc fusion protein”:
	Id., Fig. 1.  Jacobs describes this Figure as follows:
	FIG. 1  shows the dimeric structure of the recombinant human TNFR/Fc fusion protein.  The primary translation product of the plasmid coding for rhu TNFR/Fc is a single molecule of soluble TNFR linked to single chain of Fc derived from human IgG1.  Fol...
	Id., col. 2:11-18; see also Id., Ex. 2 (describing construction and expression of soluble human TNFR/Fc fusion protein).  Figure 1 discloses etanercept.  See, e.g., Enbrel Label.
	Example 3 describes the expression of TNFRs in CHO cells.  Jacobs, Ex. 3, Fig. 2.  Examples 4-6 describe experiments showing the effect of the FIG. 1 fusion protein in treating arthritis.  Id., Exs. 4-6, Figs. 3-7.   The FIG. 1 TNFR/Fc fusion protein ...
	f. Karjalainen
	g. Loetscher
	h. Schall
	i. Seed
	j. Smith 1990
	k. Smith ‘760
	l. Traunecker
	m. Wallach
	n. Watson
	Watson, S., et al., A Homing Receptor-IgG Chimera as a Probe for Adhesive Ligands of Lymph Node High Endothelial Venules, J. Cell. Biol. 110:2221-2229 (June 1990), was published in June 1990 and is prior art under § 102(a).  Watson describes the devel...
	a chimeric protein containing the hinge and constant regions of the human immunoglobulin heavy chains, thus converting the pln HR [peripheral lymph node homing receptors] into a monoclonal antibody-like molecule specific for the cognate adhesive ligan...
	Watson at 2222.  Thus, Watson describes a ligand binding partner, pln HR attached directly to the hinge of a human immunoglobulin IgG1.  See Watson at Fig. 1.
	Watson describes the reasons for producing the fusion protein:
	We chose to produce a receptor-immunoglobulin constant region chimera for several reasons.  First, the production of a chimeric IgG-containing molecule would allow us to produce, purify, and quantify the amount of the chimera using relatively simple, ...
	Id. at 2224.
	Watson distinguishes the hinge-CH2-CH3 construct as offering the following advantages:
	The choice of junctional sites between the mHR and human IgG sequences was guided by work with human CD4-IgG sequences that demonstrated that the joining of the molecules near the hinge region resulted in chimeric molecules that were both efficiently ...
	Id.at 2224 (citing Capon 1989).  Watson further states: “In addition, the use of the human IgG1 constant region would eliminate cross-reactivity with endogenous murine IgGs in the immunohistochemical staining of mouse lymphoid organs.” Id.  Watson dem...
	Watson concludes, among other things,
	it is possible this chimeric molecule may find utility as an antinflammatory reagent by virtue of its ability to block the binding of leukocytes to endothelium. … Of particular interest is the possible induction of chimera reactive ligands on endothel...
	Watson at 2228.
	Accordingly, Watson discloses combining anti-inflammatory receptors together with the Fc domain. Watson further demonstrates these lymphocyte homing receptor-Fc fusion proteins display significant anti-inflammatory activity by blocking the binding of ...

	3. The  Asserted Claims of the ‘182 and ‘522 Patents Are Invalid for Obviousness Over the ‘760 Patent, Jacobs, Smith 1990, or Dembic, in View of Watson, Seed, Capon ‘964, Capon 1989, Byrn, Kajalainen, or Traunecker, and the Knowledge of One Skilled in...
	A person of skill in the art would have been motivated to create a TNFR fusion protein as claimed in the ‘182 and ‘522 patents for the reasons stated above and below.  See supra, Sections I, III.B.  More specifically, a person of skill in the art woul...
	a. ‘760 Smith, Jacobs, Smith 1990, and Dembic Disclose the 75 kD TNFR sequence.
	b. The art disclosed the combination of a soluble 75 kD TNFR with an IgG fragment to construct a recombinant scavenger of harmful TNF.
	4. The art would have motivated the skilled artisan to use only the hinge, CH2, and CH3 portions of the IgG heavy chain in the recombinant structure.
	5. The Asserted Claims Are Obvious.
	6. Secondary Considerations Support The Obviousness Of The Asserted Claims.15F
	a. Simultaneous Invention

	These inventions are outlined in the table below:
	b. No Unexpected Results18F
	1. Binding affinity, kinetic stability, and neutralization activity

	2. Reduced effector functions—including C1q-binding, FcγR-binding, CDC, and ADCC

	B. The Asserted Claims of the ‘182 and ‘522 Patents are Anticipated by or Obvious Over the Lauffer Application under 35 U.S.C. § 102(g)(2) and/or Lauffer ‘264 under 35 U.S.C. § 102(e).
	1. The Lauffer Application Evidences Prior Invention In This Country.


	Prior invention by another under § 102(g)(2) can be established if (1) the prior inventor reduced its invention to practice first or (2) was the first party to conceive of the invention and then exercised reasonable diligence in reducing the invention...
	2. The Lauffer Application Anticipates The Claims Of The ‘182 and ‘522 Patents.
	C. The Asserted Claims Of The ‘182 and ‘522 Patents Are Invalid For Obviousness-Type Double Patenting. 25F
	Sandoz incorporates herein by reference the background, discussion of the prior art, and obviousness set forth in Sections I and III.A-B above.  Sandoz intends to rely on the information disclosed in those sections, in their entirety, in support of it...
	1. Double Patenting In View Of U.S. Patent No. 5,605,690.
	3. Double Patenting In View Of U.S. Patent No. 5,610,279.
	A. Cytokines (including TNF-α) were known to be involved in the pathogenesis of various autoimmune diseases, and it had been suggested that treatment with a TNF inhibitor would improve such diseases, including psoriasis and psoriatic arthritis.
	B. It was known that patients with psoriasis and psoriatic arthritis had increased TNF-α levels, and that such levels positively correlated with disease severity.
	C. Monoclonal antibodies to TNF-α had actually been used on patients with psoriatic arthritis and psoriasis with noted improvement.
	D. Recombinant TNF-α inhibitors had been developed (including etanercept), and had been safely and effectively used in the treatment of rheumatoid arthritis.
	E. Treatments for rheumatoid arthritis had historically been similar to treatments for psoriatic arthritis.
	F. Doctors in the United States had already used etanercept to treat psoriatic arthritis and psoriasis.
	G. Others were also using the new recombinant TNF-inhibitors to treat psoriatic arthritis by August of 1999.
	H. Dosages, dosage regimens, and methods of administrations of etanercept were known.
	I. Improvement in psoriatic skin symptoms with anti-TNF therapy (PASI Score) had already been observed.
	J. Methotrexate and corticosteroids had long been used to treat psoriatic arthritis and psoriasis, and both had already been co-administered with etanercept.
	K. Cyclosporine and NSAIDs had long been used to treat psoriatic arthritis.

	II. The ’225, ’605, and ’631 Patents
	A. Identification of Prior Art – Local Patent Rule 3.3 (a)
	B. The Asserted Claims of the Psoriasis Patents Are Invalid as, Anticipated and/or Obvious (Local Patent Rule 3.3(b)).41F
	1. A Person Of Ordinary Skill in the Art of the Psoriasis Patents
	2. The Prior Art
	a) Aboulafia
	b) Antoni
	c) Bendele
	d) Black
	e) Bonifati
	f) Chaldek
	g) Chodorowska
	h) Eeckhout
	i) Elliott
	j) Espinoza
	k) Ettehadi
	l) Feldmann 1998
	m) Feldmann WO 98/05357
	n) Grassi
	o) Hendel
	p) Leonardi
	q) Mandell
	r) Markusheva
	s) Mease
	t) Mizutani
	u) Moreland 1997
	v) Moreland 1999
	w) Mussi
	x) Papp
	y) Partsch
	z) Rankin
	aa) Ranza
	bb) Sagawa
	cc) Salvarani
	dd) Schon
	ee) Skurkovich 1974
	ff) Skurkovich 1989
	gg) Skurkovich ’843 Patent
	hh) Skurkovich 1997
	ii) Skurkovich 1998
	jj) Spadaro
	kk) Steinsson
	ll) Terajima
	mm) Tugwell
	nn) van de Kerkhof
	oo) Wagner
	pp) Yazici
	qq) Zachariae
	rr)  Enbrel® 2006 Package Insert

	3. The Asserted Claims of the ’225 Patent Are Invalid As Anticipated and/or Obvious42F
	a) Independent claims 1 and 12 of the ’225 patent are invalid as anticipated and/or obvious.
	b) Dependent claims 2 and 13 of the ’225 patent are invalid for anticipation and/or obviousness.
	c) Dependent claim 3 of the ’225 patent is invalid for obviousness.
	d) Claims 5-7 and 16 of the ’225 patent are invalid for obviousness.
	e) Claims 4 and 8 of the ’225 patent are invalid for anticipation and/or obviousness.
	f) Claims 9 and 20 of the ’225 patent are invalid for anticipation and/or obviousness.
	g) Claims 14 and 15 of the ’225 patent are invalid for anticipation and/or obviousness.

	4. Claims of the ’225 Patent Are Invalid Under 35 U.S.C. § 112 for Lack of Written Description and Enablement.
	a) Claims That Recite Dosages/Dosage Regimens Other Than That Disclosed in the Specification Lack Written Description

	5. The Claims of the ’225 Patent Claiming Treatment of “Psoriasis” and “Psoriatic Arthritis” Are Indefinite
	6. Claims of the ’225 Patent Requiring A Particular Improvement in PASI Score are Unpatentable under 35 U.S.C. § 101
	7. The Asserted Claims of the ’225 Patent Are Not Infringed44F
	a) Sandoz Will Not Infringe Claims Requiring a Particular Improvement in PASI Score
	b) Sandoz Will Not Infringe Co-Administration Claims

	8. The Asserted Claims of the ’605 Patent Are Anticipated and/or Obvious
	a) Claim 1 of the ’605 patent is invalid for anticipation and/or obviousness.
	b) Claims 2-3 of the ’605 patent are invalid for anticipation and/or obviousness.
	c) Claims 4 and 13 of the ’605 patent are invalid as anticipated and/or obvious.
	d) Claims 10-12 of the ’605 patent are invalid as anticipated and/or obvious.

	9. The Asserted Claims of the ’605 Patent Are Invalid Under 35 U.S.C. § 112 for Lack of Written Description and Enablement
	a) All Asserted Claims Lack Adequate Written Description and/or Enablement for the Term “Ordinary Psoriasis”
	b) Claims to a Two Phase Dosing Regimen Lack Adequate Written Description and/or Enablement
	c) The Claims Lack Adequate Written Description and Enablement Because Broad Claims to a “Patient” Are Unsupported
	d) Claims Reciting Dosage Different Than What Was Tested in Humans Lack Adequate Written Description and Enablement

	10. The Claims of the ’225 Patent Claiming Treatment of “Ordinary Psoriasis” Are Indefinite
	11. Asserted Claims of the ’605 Patent Are Not Infringed47F
	12.  The Asserted Claims of the ’631 patent are Anticipated and/or Obvious
	a) Claims 1-2, 6-8, and 17 of the ’631 patent are invalid for anticipation and/or obviousness
	b) Claims 3-4, 13, and 20-21 of the ’631 patent are invalid as anticipated and/or obvious.
	c) Claims 5, 9-12, 18, and 19 of the ’631 patent are invalid as obvious.
	d) Claim 15 of the ’631 patent is invalid as anticipated and/or obvious.
	e) Claim 22 of the ’631 patent is invalid as anticipated and/or obvious.

	13. Claim 15 Of The ’631 Patent Is Invalid For Lack Of Written Description and Enablement.
	a) Claims to “Plaque Psoriasis” Lack Written Description and Enablement
	b) Claims Directed To A Two Phase Dosing Regimen Lack Written Description
	c) The Claims Lack Adequate Written Description and Enablement Because The Broad Claims to a “Patient” Are Unsupported
	d) Claims Reciting Dosage Different Than What Was Tested in Humans Lack Adequate Written Description and Enablement

	14.  The Claims of the ’631 Patent Claiming Treatment of “Psoriatic Arthritis” Are Indefinite
	15. Asserted Claims of the ’631 Patent Are Not Infringed49F



	Ex. I - Joint Claim Construction Statement (CONF).pdf
	2016-10-17 Letter Encl. Joint Claim Construction Stmt
	This firm, along with Sidley Austin LLP, represents Plaintiffs Immunex Corporation and Amgen Manufacturing, Limited (collectively, “Immunex/AML”) in the above matter.  On behalf of the parties, enclosed please find a Joint Claim Construction and Preh...

	Joint Claim Construction and Prehearing Statement
	I. Background
	II. Local Patent Rule 4.3
	A. Agreed Constructions
	B. Disputed Terms
	1. Terms applicable to the ’182 and ’522 patents
	2. Terms applicable to the ’225, ’605, and ’631 patents

	C. Identification of Significant Terms
	D. Anticipated Length of Time for Claim Construction Hearing
	E. Identification of Witnesses for the Claim Construction Hearing

	Agreed Construction
	Asserted Claims
	Term / Claims
	Plain and ordinary meaning: “an amount suitable for therapy”
	’605 claims 10-13
	Sandoz’s Proposal
	Immunex’s Proposal
	Asserted Claims
	Term / Claims
	“the CH2 and CH3 domains of human [IgG/IgG1]”
	Plain and ordinary meaning:
	’182 claims 1-36
	“‘-hinge-CH2-CH3’ region of a human [IgG/IgG1]”
	’522 claims 1-3, 7-10
	“the extracellular region of the p75 TNFR, consisting of amino acids 23-257 of the amino acid sequence of SEQ ID NO: 27”
	Plain and ordinary meaning: 
	’182 claims 11, 35
	“that portion of the human [75 kDa] TNF receptor that protrudes outside the cell”
	’522 claims 1-3
	’522 claims 7-10
	“binds a detectable amount of TNF in an in vitro TNF-binding assay”
	Plain and ordinary meaning:
	’182 claims 1-36
	“specifically binds human TNF”
	“has the ability to strongly and stably bind human TNF”
	“the polynucleotide encodes only the protein and includes no other amino acid sequence”
	Plain and ordinary meaning:
	’522 claims 1-3, 7-10
	“wherein the polynucleotide encodes a protein consisting of”
	“wherein the polynucleotide contains the genetic information for a protein consisting of”
	Sandoz’s Proposal
	Immunex’s Proposal
	Asserted Claims
	Term / Claims
	“an inflammatory disease of the skin and/or nails that does not include the symptoms of psoriatic arthritis” or indefinite under 35 U.S.C. § 112
	Plain and ordinary meaning:
	’225 claims 1-9, 12-16, 20
	“psoriasis”
	“a particular human inflammatory disease of the skin, as diagnosed by physicians”
	“an inflammatory disease characterized by one or more swollen joints or one or more painful or tender joints, and also manifest at least one psoriatic lesion of the skin or nails prior to or concurrent with the onset of joint symptoms” or indefinite under 35 U.S.C. § 112
	Plain and ordinary meaning: 
	’225 claims 12-15
	“psoriatic arthritis”
	’631 claims 1-5, 7, 17-22
	“a particular human inflammatory disease of the skin and joints, as diagnosed by physicians”
	“psoriasis without the more serious symptoms of psoriatic arthritis”
	“plaque psoriasis”
	“a subtype of a particular human inflammatory disease of the skin, as diagnosed by physicians, distinguished by skin lesions having silvery white scale”
	“human in need of treatment”

	Ex. A ('182 and '522 Patent Terms)
	’182 claims 1-36
	’522 claims 1-3, 7-10
	’182 claims 11, 35
	’522 claims 1-3
	’522 claims 1-3, 7-10

	Ex. B ('631,' 605 and '225 Patent Terms)
	Intrinsic Evidence
	Intrinsic Evidence
	Specification of the ’605 Patent. See, e.g.:
	Prosecution History:
	Sandoz Invalidity Contentions. See, e.g.:
	Intrinsic Evidence
	Claims of the ’631 patent. See, e.g.:
	Specification of the ’631 Patent. See, e.g.:
	Prosecution History:
	Other Intrinsic Evidence:
	 Sandoz Contentions at 280 (“Plaque psoriasis is a specific subtype of psoriasis identified by its visual characteristics. According to the ’631 patent, plaque psoriasis is identified by ‘inflamed swollen skin lesions covered with silvery white scale.’ See ’605 patent at col. 14:24-26.”).
	Claims. See, e.g.:
	Specification of the ’225 patent. See, e.g.:
	Prosecution History:
	Extrinsic Evidence
	 Michael P. Schön, “Animal Models of Psoriasis – What Can We Learn from Them?,” J. Invest. Dermatol. 112:405-10 (1999), SAN-ETAN_0081228-33. See, e.g., p. 405 (“there is no naturally occurring animal disease mirroring both phenotype and immunopathogenesis of psoriasis”).



