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Pursuant to 37 C.F.R. § 42.64, Patent Owner Merck Sharp & Dohme Corp. 

(“Merck”) submits the following objections to the exhibits filed by Petitioner Mylan 

Pharmaceuticals Inc. (“Mylan”) with its Petition. 

1. Merck objects to Exhibit 1002 (“Chorghade Decl.”) under Federal 

Rules of Evidence (“FRE”) 702, 703 and 37 C.F.R. § 42.65 as offering inadmissible 

expert testimony.  Dr. Chorghade’s assertion, inter alia, that the “[s]itagliptin base 

can only be mono-pronated at the primary amine, which results in the formation of 

the dihydrogenphosphate salt every time,” EX1002 ¶ 76; see also id. ¶ 100 n.15, is 

not based on sufficient facts or data, the product of reliable principles and methods, 

and Dr. Chorghade has not reliably applied such principles and methods in providing 

his testimony; nor has Dr. Chorghade disclosed the underlying facts or data on which 

his assertion is based.   

2. Merck objects to Exhibit 1005 (“Brittain”) under FRE 106, 401, 402, 

and 403 as an incomplete excerpt.  Merck further objects to Exhibit 1005 under FRE 

401, 402, 403, and 901 as insufficiently authenticated and not self-authenticating 

under FRE 902.  Merck further objects to Exhibit 1005 under FRE 801, 802, 803 as 

containing inadmissible hearsay not falling within any exception and for which 

Mylan relies upon for the truth of the matters asserted.  See, e.g., Paper 1 at 59–61 

(citing EX1005 at 126–29).   
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3. Merck objects to Exhibit 1006 (“Bastin”) under FRE 801, 802, and 

803, as containing inadmissible hearsay not falling within any exception and for 

which Mylan relies upon for the truth of the matters asserted.  See, e.g., Paper 1 at 

46–47, 53–54 (citing EX1006 at 428).   

4. Merck objects to Exhibit 1008 under FRE 401, 402, 403, and 901 as 

insufficiently authenticated and not self-authenticating under FRE 902.  Merck 

further objects under FRE 401, 402, and 403 to Exhibit 1008 as an irrelevant post-

priority document.  Merck further objects to Exhibit 1008 under FRE 801, 802, 803 

as containing inadmissible hearsay not falling within any exception and for which 

Mylan relies upon for the truth of the matters asserted.  See, e.g., Paper 1 at 5, 66. 

5. Merck objects to Exhibit 1009 under FRE 401, 402, 403, and 901 as 

insufficiently authenticated and not self-authenticating under FRE 902.  Merck 

further objects under FRE 401, 402, and 403 to Exhibit 1009 as an irrelevant post-

priority document.  Merck further objects to Exhibit 1009 under FRE 801, 802, 803 

as containing inadmissible hearsay not falling within any exception and for which 

Mylan relies upon for the truth of the matters asserted.  See, e.g., Paper 1 at 5, 66. 

6. Merck objects to Exhibit 1013 under FRE 401, 402, 403, and 901 as 

insufficiently authenticated and not self-authenticating under FRE 902.  Merck 

further objects under FRE 401, 402, and 403 to Exhibit 1013 as an irrelevant post-

priority document 
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7. Merck objects to Exhibit 1014 under FRE 401, 402, 403, and 901 as 

insufficiently authenticated and not self-authenticating under FRE 902.  Merck 

further objects under FRE 401, 402, and 403 to Exhibit 1014 as an irrelevant post-

priority document.   

8. Merck objects to Exhibit 1016 (“Brown”) under FRE 401, 402, 403, 

and 901 as insufficiently authenticated and not self-authenticating under FRE 902.  

Merck further objects to Exhibit 1016 under FRE 106, 401, 402, and 403 as an 

incomplete excerpt.  Merck further objects to Exhibit 1016 under FRE 801, 802, 803 

as containing inadmissible hearsay not falling within any exception and for which 

Mylan relies upon for the truth of the matters asserted.  See, e.g., Paper 1 at 52 n.23. 

 

Date: May 27, 2020 Respectfully submitted, 

 

 /Stanley E. Fisher/  

Stanley E. Fisher (Reg. No. 55,820) 

Bruce R. Genderson (Pro Hac Vice) 

Jessamyn S. Berniker (Reg. No. 72,328) 

Elise M. Baumgarten  

(Pro Hac Vice motion pending) 

Alexander S. Zolan  

(Pro Hac Vice motion pending) 

Shaun P. Mahaffy (Reg. No. 75,534) 

Anthony H. Sheh (Reg. No. 70,576) 

WILLIAMS & CONNOLLY LLP 

725 Twelfth Street, N.W. 

Washington, DC 20005 

T: (202) 434-5000 

F: (202) 434-5029 

sfisher@wc.com 

bgenderson@wc.com 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Case IPR2020-00040 | U.S. Patent 7,326,708 

 

4 

jberniker@wc.com 

ebaumgarten@wc.com 

azolan@wc.com 

smahaffy@wc.com 

asheh@wc.com 

 

Counsel for Patent Owner 

Merck Sharp & Dohme Corp.  

  

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.


