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I, Gary Herman, M.D., hereby declare as follows:

I. INTRODUCTION

1. I understand that this proceeding involves issues related to U.S. Patent 

No. 7,326,708 (“the ’708 patent”).  I understand that Merck Sharp & Dohme Corp. 

(“Merck”) is the owner and assignee of the ’708 patent.  

2. I understand that claim 17 of the ’708 patent claims a pharmaceutical 

composition comprising a therapeutically effective amount of the 1:1 

dihydrogenphosphate salt of sitagliptin (“1:1 sitagliptin DHP”) in association with 

one or more pharmaceutically acceptable carriers. 

3. I understand that claim 19 of the ’708 patent claims a method for the 

treatment of type 2 diabetes comprising administering to a patient in need of such 

treatment a therapeutically effective amount of 1:1 sitagliptin DHP, or a hydrate 

thereof. 

4. In this declaration, I provide facts about which I have first-hand 

knowledge regarding the timing of the early clinical development of sitagliptin, 

which led to various FDA approved drugs, including Januvia®.  I did not invent 

the subject matter claimed in the ’708 patent, but it is my understanding that I have 

relevant knowledge about the dates by which certain of the inventions conceived of 

by the inventors listed on the ’708 patent were actually reduced to practice.  
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II. BACKGROUND

5. In 1982, I received a Bachelor’s Degree in Biochemistry and Cell 

Biology from the University of California, San Diego.  

6. After graduating from UCSD, I attended Harvard Medical School, 

from which I received an M.D. in 1988.  

7. In 1988, I returned to California to train as a resident and postdoctoral 

fellow at the University of California, San Francisco.  In 1995, I became an 

assistant professor at UCSF responsible for running a laboratory, taking care of 

patients, and teaching.

8. In 2001, I joined Merck as Associate Director, Clinical Pharmacology, 

and was promoted in 2003 to Director, Clinical Pharmacology, and in 2006 I was 

again promoted to Senior Director, Clinical Pharmacology.  

9. In my roles at Merck as Associate Director, Director, and Senior 

Director, Clinical Pharmacology, I co-chaired the MK-0431 product development 

team and, among other things, lead the entire early clinical and clinical 

pharmacology program for Januvia®, from planning, first-in-human trials, and 

regulatory filing.  

10. Between 2006 and 2015, I held various other position at Merck, 

including senior positions in Clinical Pharmacology, Experimental Medicine, and 

Early Stage Development.  
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11. In 2015, I left Merck to become Vice President, Early Clinical 

Development at Regeneron Pharmaceuticals, Inc.  I am now Senior Vice President, 

Early Clinical Development & Experimental Sciences at Regeneron.  

III. EARLY CLINICAL STUDIES INVOLVING MK-0431

12. During 2002, I was heavily involved in planning, executing, and 

evaluating the results from the early clinical studies involving MK-0431, which I 

understand to be 1:1 sitagliptin DHP.  MK-0431 was first administered to 

patients—that is, humans with type 2 diabetes—in October 2002, as part of a 

clinical study that I will refer to as “Protocol 005.”  EX2106 is a true and correct 

copy of the Synopsis and Comprehensive Study Summary of the Clinical Study 

Report for Protocol 005, as submitted to the FDA as part of the Januvia® NDA.  I 

am an author of Protocol 005.  See EX2106 at 23.  

13. A major objective of Protocol 005 was to evaluate whether 

administering doses of MK-0431 to patients would have the desired therapeutic 

effect in patients, i.e., lead to a dose-dependent decrease in glucose levels.  If such 

dose-dependent decreases in glucose levels were observed, it would establish 

“proof-of-concept.”

14. The Protocol 005 Clinical Study Report is dated November 2005; 

however, the portion of the study that actually involved administering MK-0431 to 

patients ended no later than March 16, 2003, see EX2106 at 17, and I and others on 
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the Merck team working to develop MK-0431 into an FDA-approved drug 

received data showing partial but reliable results from Protocol 005 well before 

then.

15. As part of Protocol 005, patients received treatments consisting of a 

25 mg dose of MK-0431 and a 200 mg dose of MK-0431, formulated into simple 

oral capsules.  See EX2106 at 17-18, 39-40.  These simple capsules were 

formulated in three strengths: 5 mg, 20 mg, and 100 mg.  Id.

16. It was Merck’s ordinary and customary practice to assign a 

formulation number to each formulation, and the 5 mg, 20 mg, and 100 mg 

strengths were assigned formulation numbers 0431DFC001E001, 

0431DFC001G001, and 0431DFCF002D001, respectively.  Id.  

17. It was also Merck’s ordinary and customary practice to assign a 

number to each batch of drug substance, and the MK-0431 in the capsules used as 

part of Protocol 005 came from Drug Substance Batch No. L-000224,715-

006F017.  See EX2108 at 4-5.  I understand that EX2108 is a true and correct copy 

of module 3.2.P.5.4 Batch Analysis submitted to the FDA as part of the Januvia® 

NDA.

18. In late November and early December 2002, I conducted an interim 

analysis on the first 18 patients who had completed Protocol 005.  My interim 

analysis showed that administering MK-0431 to patients with type 2 diabetes led to 

Merck Exhibit 2109, Page 5 
Mylan Pharmaceuticals Inc. v. Merck Sharp & Dohme Corp. 

IPR2020-00040 

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.


