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UNITED STATES DISTRICT COURT 
DISTRICT OF MASSACHUSETTS 

 
       ) 
AMGEN INC.,     ) 
       ) 
 Plaintiff,     ) 
       )  Civil Action No.: 05-12237 WGY 
v.       ) 
       )  
       )    
F. HOFFMANN-LAROCHE     )  
LTD., a Swiss Company, ROCHE   )  
DIAGNOSTICS GmbH, a German   )   
Company and HOFFMANN LAROCHE  ) 
INC., a New Jersey Corporation,   ) 
       ) 
 Defendants.     ) 
__________________________________________) 
 

AMGEN’S OPPOSITION TO ROCHE’S MOTION FOR  
RECONSIDERATION OF THE COURT’S GRANT OF  

SUMMARY JUDGMENT OF INFRINGEMENT OF ‘422 CLAIM 1 
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Roche’s motion for reconsideration of the Court’s order granting summary judgment of 

infringement of ‘422 claim 1 should be denied because Roche has not established (a) that a 

genuine issue of material fact exists precluding summary judgment or (b) that the Court erred as 

a matter of law in construing ‘422 claim 1.   

Instead, Roche’s motion for reconsideration rests solely on supposed “new evidence” 

consisting of a statement that Amgen made in a brief recently submitted in the Amgen v. 

HMR/TKT case.  Not only is that statement not a “new fact,”  but it is entirely consistent with the 

position that Amgen has taken in this case.  In short, it provides no basis for reversing the 

Court’s grant of summary judgment of infringement of ‘422 claim 1.     

Roche’s motion rests on a fallacious legal argument.  Because Amgen disputes that 

Goldwasser’s uEPO preparation anticipates ‘422 claim 1, Roche argues summary judgment of 

infringement of ‘422 claim 1 should be denied.1  To support its non sequitur reasoning, Roche 

quotes a portion of a section heading in Amgen’s HMR/TKT brief, which states that “the source 

limitation ‘purified from mammalian cells grown in culture’ defines structural and functional 

differences between urinary EPO and recombinant EPO.”2  Roche now argues that summary 

judgment of infringement should not have been granted because Amgen did not show that 

Roche’s peg-EPO product “is indistinguishable from Dr. Lin’s EPO in terms of the structural and 

functional criteria that Amgen now claims define an EPO that is ‘purified from mammalian cells 

grown in culture.”3  

The fundamental flaw in Roche’s argument is its confusion of the law of anticipation 

with the law of infringement.  To prove anticipation of ‘422 claim 1, Roche (and HMR/TKT) 

                                                 
1 At the close of Roche’s invalidity case, the Court granted Amgen’s motion for judgment as a 
matter of law pursuant to Fed. R. Civ. P. 50(a)(1) that Roche failed to establish a legally 
sufficient evidentiary basis to find anticipation of ‘422 claim 1. 
2 Docket # 863, Amgen Inc. v. Hoechst Marion Roussel, Inc., No. 97-10814-WGY at 15. 
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must prove by clear and convincing evidence that some prior art EPO product satisfies every 

limitation of Lin’s claimed invention.  Lin’s ‘422 claim 1 recites “a pharmaceutical composition 

comprising a therapeutically effective amount of human erythropoietin … purified from 

mammalian cells grown in culture.”  Because no prior art EPO product was “purified from 

mammalian cells grown in culture,” Roche has asked the Court to ignore that claim limitation on 

the pretext that “purified from mammalian cells grown in culture” fails to differentiate Lin’s 

claimed product from Goldwasser’s prior art EPO preparation purified from human urine. 

But that is not the law.  Because Amgen established to the satisfaction of the Patent 

Office that various structural and functional differences distinguished Lin’s claimed invention 

over Goldwasser’s urinary EPO, it was permitted to claim Lin’s invention by reference to the 

sources from which it can be produced.  The structural and functional differences that justify the 

use of a source limitation are not limitations of the claims.  As this Court recently explained:  

“[T]the factual dispute here is whether it’s a new product. . . .  The jury is going to 
have to resolve whether the prior art, which I have let in, all right, the so-called 
prior art, is in fact the same product.  If it is, the source limitation won’t save 
them.  If it’s not, the source limitation is part of the limitation . . . .”4 

 

In order to prove anticipation of ‘422 claim 1, Roche must prove by clear and convincing 

evidence that Lin’s source limitation does not distinguish his claimed product over the prior art.  

That, in turn, requires Roche to prove that Goldwasser’s urinary EPO preparation was identical 

in structure and function to the claimed human EPO purified from mammalian cells grown in 

culture.  As the Court has now determined, Roche has failed to present evidence that can meet 

this burden.  In light of that failure, the source limitation properly defines the scope of Lin’s 

claimed invention, both for purposes of anticipation and for purposes of infringement.   

                                                                                                                                                             
3 Docket # 1062, at 6 (Roche’s Motion for Reconsideration). 
4 9/12/07 Trial Tr. 870:18-19, 871:11-16. 
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To prove infringement, Amgen must show by a fair preponderance of the evidence that 

Roche’s accused peg-EPO product satisfies every limitation of ‘422 claim 1 as construed by the 

Court, including the source limitation, “purified from mammalian cells grown in culture.”5  

Amgen need not prove that the accused product is identical to any other product.  Rather, Amgen 

need only prove that the accused product satisfies every limitation of ‘422 claim 1. 

The Court has construed “purified from mammalian cells grown in culture” as a source 

limitation meaning “obtained in substantially homogeneous form from the mammalian cells, 

using the word from in the sense that it originates in the mammalian cells, without limitation to it 

only taking it directly out of the interior of the cells, which have been grown in the in vitro 

culture.”6  The Court rejected Roche’s argument that the construction should be modified, noting 

that the Federal Circuit has long recognized that “source or process limitations can and do serve 

to define the structure of a claimed product where such limitations are the best means to 

distinguish a claimed product over prior art.”7   

Given that construction, Amgen’s motion for summary judgment of infringement 

established that there was no genuine issue of material fact that the human EPO in Roche’s 

Mircera product was “purified from mammalian cells grown in culture.”  Notably, Roche’s 

motion does not cite the Court’s claim construction, nor does it attempt to show that its product 

does not satisfy the limitation – as construed by the Court.  Rather, Roche tries to argue that 

infringement should be assessed based upon the “structural and functional criteria that Amgen 

now claims define an EPO that is ‘purified from mammalian cells grown in culture.’”8  But 

                                                 
5 See, e.g., Amgen Inc. v. Hoechst Marion Roussel, Inc., 314 F.3d 1313, 1339 (Fed. Cir. 2003); 
Bayer AG v. Elan Pharm. Research Corp., 212 F.3d 1241, 1247 (Fed. Cir. 2000). 
6 Amgen, Inc. v. F. Hoffman La Roche, Inc., 494 F. Supp. 2d 54, 65 (D. Mass. 2007). 
7 Id. 
8 Docket #1062 at 6 (emphasis added). 
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Amgen claims no such thing.  Lin’s inventions are defined by his claims, not the structural or 

functional differences that justify the source limitation contained in his claims.  It is the Court’s 

claim construction that controls the infringement inquiry, and that construction makes no 

reference to any structural or functional difference.  The fact that the claimed pharmaceutical 

compositions have certain unrecited structural or functional differences from the prior art uEPO 

compositions by virtue of the source from which they are purified is irrelevant to the 

infringement inquiry.    

For purposes of infringement, the only relevant issue is whether the human EPO in 

Roche’s accused pharmaceutical composition was “purified from mammalian cells grown in 

culture” as that limitation has been construed by the Court.  Since Roche has not identified any 

new evidence to show that the human erythropoietin contained in its accused pharmaceutical 

composition is not purified from mammalian cells grown in culture, Roche’s motion for 

reconsideration should be denied.                        
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September 26, 2007    Respectfully Submitted, 
 

AMGEN INC., 
By its attorneys, 
 
 
 
 /s/  Michael R. Gottfried _ 

Of Counsel:     D. DENNIS ALLEGRETTI (BBO#545511) 
      MICHAEL R. GOTTFRIED (BBO#542156) 
STUART L. WATT    PATRICIA R. RICH (BBO#640578) 
WENDY A. WHITEFORD   DUANE MORRIS LLP 
MONIQUE L. CORDRAY   470 Atlantic Avenue, Suite 500 
DARRELL G. DOTSON   Boston, MA  02210 
KIMBERLIN L. MORLEY   Telephone: (857) 488-4200 
ERICA S. OLSON    Facsimile: (857) 488-4201 
AMGEN INC.      
One Amgen Center Drive   LLOYD R. DAY, JR. (pro hac vice) 
Thousand Oaks, CA 91320-1789  DAY CASEBEER 
(805) 447-5000    MADRID & BATCHELDER LLP 
      20300 Stevens Creek Boulevard, Suite 400 
      Cupertino, CA  95014 
      Telephone: (408) 873-0110 
      Facsimile: (408) 873-0220 
    

WILLIAM GAEDE III (pro hac vice) 
McDERMOTT WILL & EMERY 
3150 Porter Drive 
Palo Alto, CA 94304 
Telephone: (650) 813-5000 
Facsimile: (650) 813-5100 
 
KEVIN M. FLOWERS (pro hac vice) 
MARSHALL, GERSTEIN & BORUN LLP 
233 South Wacker Drive 
6300 Sears Tower 
Chicago IL 60606 
Telephone: (312) 474-6300 
Facsimile: (312) 474-0448 
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CERTIFICATE OF SERVICE 
 

 I hereby certify that this document, filed through the ECF system will be sent 
electronically to the registered participants as identified on the Notice of Electronic Filing and 
paper copies will be sent to those indicated as on-registered participants. 
 
 
 
       /s/ Michael R. Gottfried   
            Michael R. Gottfried 
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