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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. 
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