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Dear Judge Connolly: 

I write on behalf of Plaintiffs to request that the Court compel Defendant Amgen, Inc. to:  
produce by May 23 all outstanding documents, including certain relevant documents described 
further below; and make available for further deposition certain witnesses for whom Amgen has 
failed to timely produce documents.   

By way of background, this is a patent infringement action related to Amgen’s Kanjinti product, 
which is a proposed biosimilar to Genentech’s Herceptin.   

 
 

   

 
 
 
 
 

   

Also giving rise to the instant dispute is Amgen’s failure to timely produce documents.  The 
deadline for the parties to complete substantial production of documents was January 14, 2019.  
D.I. 43 at 3.  Amgen failed to meet this deadline.  (Ex.1 at 3)  As of today, Amgen has produced 
just 10,000 documents total from its custodians and has made clear that substantial portions of its 
documents have yet to be produced.1  By comparison, Plaintiffs have produced over 255,000 
documents from its custodians—the vast majority of which was produced when it should have 
been in January.  Amgen’s failure to comply with the Court’s scheduling order has caused 
significant prejudice to Genentech and threatens the December trial date in this case.  As just one 
example, Plaintiffs highlight the deposition of Amgen’s corporate designee , which 
was scheduled for May 10.   was designated under the Stipulated ESI Order as one 
of the ten Amgen custodians most likely to have potentially responsive information.  Yet, as of 
four days before his deposition, Amgen had produced a grand total of twenty-one documents 
from his files.  (Ex.1 at 33)  The next day, Amgen reported (for the first time) that 
notwithstanding the four-month-expired deadline for document production, it was still 
“processing”  documents for production.  Amgen ultimately unilaterally vacated 
the May 10  deposition, (Ex.2 at 1,2), promising the forthcoming production of  

 documents.  As further explained below, this is not a one-time situation.   

Plaintiffs have tried to work with Amgen on these issues, but require Court assistance to finally 
resolve them.  A Proposed Order (“PO”) is submitted herewith.  There also remain outstanding 
issues which Plaintiffs have not included herein based on representations by Amgen that the 
discovery will be provided.  (Ex.3 at 1)  Plaintiffs request that the Court order that all 
outstanding productions be completed by May 23, 2019.  (PO at ¶ 5)  The specific disputes as to 
which Plaintiffs request relief now are as follows: 

                                                
1 Over 3,000 of these documents were produced between midnight Thursday night and today. 
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1. Documents sufficient to show the pricing and contracting of Kanjinti:  Documents 
reflecting Amgen’s pricing strategy for Kanjinti, as well as documents identifying the contracts 
Amgen has entered into regarding the sale and distribution of Kanjinti are relevant to remedies 
and infringement.  To the extent that such contracts exist, they may reflect infringing “offers for 
sale.”  And Amgen’s pricing strategy will inform the remedies that Plaintiffs may seek should 
Amgen launch its product in violation of Plaintiffs’ patent rights.  Plaintiffs have produced such 
documents in response to Amgen’s requests.  (Ex.4)  Amgen has produced some documents as 
well, but not all such documents, and, 

.  The Court should order Amgen to produce the 
requested information.  (PO at ¶ 1.) 

2.  
 
 
 
 
 
 

 
 
3. Documents related to the marketing and/or use of Kanjinti (proposed, planned, or 
actual): Documents reflecting Amgen’s intended use of Kanjinti are relevant to induced 
infringement.  Amgen’s position is that only “approved” and “distributed” “marketing” 
documents are probative of inducement and that yet-to-be approved documents and internal 
communications are not.  That is not correct.  35 U.S.C. § 271(e)(2)(C) provides a cause of 
action for patent infringement based upon how a product will be used upon FDA approval.  
Amgen may not avoid discovery concerning how it intends its product to be used upon FDA 
approval; Congress provided a statutory basis for addressing patent infringement prospectively 
before a biosimilar product is approved by the FDA. 

  
 
 
 
 
 
  
 

  Yet under Amgen’s narrow approach to discovery, Amgen 
has excluded these documents from its production.    

The parties have agreed-upon search terms that Plaintiffs believe will hit on the information 
sought by this topic when run against the ESI of Amgen’s marketing custodians.  Plaintiffs seek 
an order directing Amgen to produce all non-privileged documents hitting on such search terms 
from its marketing custodians regardless of whether Amgen views the document as not reflecting 
“approved” or “distributed” “marketing” materials.  (PO at ¶ 3.) 
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4. Updated custodial ESI regarding the changes reflected in Amgen’s  
:  Amgen 

should be required to produce custodial ESI from  created since its prior collection 
of her files in August 2018.   

  She was disclosed by Amgen as one of its ten custodians most likely to 
have discoverable information.  Yet as of Thursday night Amgen had produced only seven 
documents from her files to date.  Since then, Amgen has produced an additional 894 documents. 

As  is expected to have 
relevant information regarding the reasons for Amgen’s  

.  Plaintiffs ask that Amgen be required to update its document production for 
Ms. , using the parties’ agreed upon search terms, so that Plaintiffs may obtain discovery 
concerning these recent developments.  (PO at ¶ 4.) 

5. An Order directing Amgen to complete all production of documents by May 23 and 
re-produce, at Amgen’s cost, any witnesses for deposition for whom documents were not 
timely produced:  Amgen has made clear that it continues to produce substantial volumes of 
custodial documents even though the deadline for such production was in January.  The reason 
for the document production deadline was to give the parties sufficient time to review documents 
in advance of depositions.  Plaintiffs complied with the scheduling order; Amgen has not.  Since 
December, Plaintiffs have been trying to work with Amgen to address its late production—to no 
avail.  (Ex.1, passim)  The result has been a chaotic deposition discovery period where, in some 
instances, Amgen has unilaterally pulled depositions off the calendar on the eve of the deposition 
(Ex. 2 at 2,3); and, in others, has forced Plaintiffs to move forward with depositions despite not 
having possession of all of the witness’s documents (Ex.5 at 4).  To make matters worse, in an 
effort to accommodate Amgen’s severely late productions, Plaintiffs recently agreed to extend 
the dates in the scheduling order on the condition that Amgen agree to complete its production 
by May 13.  (Ex.3 at 1).  Amgen initially agreed, (Ex.6 at 2), only to renege at the eleventh 
hour—claiming first that it was having technical issues with the documents of a single custodian, 
and then later explaining that it was facing issues generally with its production.  (Ex.7 at 1). 
While one-off productions during the deposition period are to be expected (indeed, Plaintiffs 
have had to make such productions on a few occasions), what is clear is that this is not a “one-
off” situation when it comes to Amgen’s documents.  Amgen is one of the world’s largest 
biotech companies and has been working on developing a biosimilar to trastuzumab for well over 
six years.  Yet, as of Thursday, Amgen had produced a total of about 8,600 custodial documents, 
including just twenty-seven documents total from its two custodians who have been identified as 
key marketing custodians.  That is simply not credible.  Amgen refuses to disclose how many 
documents it has yet to produce, but Plaintiffs fear that the number is substantial.  Plaintiffs 
should not have to be prejudiced by Amgen’s dilatory conduct.   

Accordingly, Plaintiffs respectfully request an order requiring Amgen to make available for a 
continued deposition, at Amgen’s cost, any witness for whom relevant documents were not 
available at least four business days in advance of the initial deposition.  Plaintiffs should have 
the flexibility to take such continued depositions outside the period for fact discovery and the 
ability to supplement its opening expert reports with any information arising out of those 
continued depositions.  (PO at ¶ 5.) 
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