
 

DRL EXHIBIT 1002 

UNITED STATES PATENT AND TRADEMARK OFFICE  

BEFORE THE PATENT TRIAL AND APPEAL BOARD 

 
DR. REDDY’S LABORATORIES INC., 

 
Petitioner 

 v. 

POZEN INC. and HORIZON PHARMA USA, INC., 
 

Patent Owners 
 
 

 
 

U.S. Patent No. 9,220,698 to Ault et al. 

 
 

Inter Partes Review No. Unassigned 

 
 

DECLARATION OF MEYER N. SOLNY, M.D. 
 

 
 
  

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 
EXHIBIT 1002 – DECLARATION OF MEYER N. SOLNY, M.D. 
 

i 
 

TABLE OF CONTENTS 
Page 

I. QUALIFICATIONS AND BACKGROUND ................................................. 2 

A. Education and Experience ..................................................................... 2 

B. Materials Considered ............................................................................. 3 

C. Scope of Work ....................................................................................... 4 

II. SUMMARY OF OPINIONS ........................................................................... 4 

III. LEGAL STANDARDS ................................................................................... 5 

IV. PERSON OF ORDINARY SKILL IN THE ART .......................................... 7 

V. BACKGROUND ON NSAID-RELATED GASTRIC INJURY .................... 7 

VI. U.S. PATENT NO. 9,220,698 (Ex. 1001) ....................................................... 8 

VII. SCOPE AND CONTENT OF THE PRIOR ART REFERENCES ............... 13 

A. U.S. Patent No. 6,926,907 (Ex. 1004) ................................................. 13 

B. U.S. Patent No. 8,557,285 (Ex. 1005) ................................................. 17 

C. Howden 2005 (Ex. 1006) .................................................................... 19 

D. EC-Naprosyn Prescribing Information (Ex. 1009) ............................ 20 

E. Other Art that Informs Person of Ordinary Skill’s Knowledge .......... 21 

1. Zegerid (omeprazole) Powder for Oral Suspension    
Prescribing Information (2004) (Ex. 1010) .............................. 21 

2. Goldstein (Ex. 1011) ................................................................. 21 

3. Hochberg (Ex. 1012) ................................................................. 22 

VIII. UNPATENTABILITY OF THE ’698 PATENT ............................................. 23 

A. Claims 1-7 of the ’698 Patent Are Anticipated or Obvious                  
over the ’285 Patent ............................................................................. 23 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

DRL EXHIBIT 1002 

1. The method of claim 1 is anticipated by or obvious over the 
’285 patent ................................................................................. 23 

2. Claim 2 is anticipated by or obvious over the ’285 patent ....... 26 

3. Claims 3 and 4 are anticipated or obvious over the ’285 
patent ......................................................................................... 27 

4. Claims 5 and 6 are anticipated or obvious over the ’285  
patent .......................................................................................... 28 

5. Claim 7 is anticipated or obvious over the ’285 patent ............ 28 

B. All Claims of the ’698 Patent Are Obvious Over the ’285 patent         
in View of Howden 2005 and EC-Naprosyn ...................................... 29 

1. The method of claim 1 is obvious over the ’285 patent in view 
of Howden 2005 and EC-Naprosyn  ......................................... 29 

2. Claim 2 is obvious over the ’285 patent in view of Howden   
and EC-Naprosyn  ..................................................................... 30 

3. Claims 3 and 4 are obvious over the ’285 patent in view  
 of Howden 2005 and EC-Naprosyn .......................................... 31 

4. Claims 5 and 6 are obvious over the ’285 patent in view 

 of Howden 2005 and EC-Naprosyn .......................................... 31 

5. Claim 7 is obvious over the ’285 patent in view of 
 Howden 2005 and EC-Naprosyn .............................................. 31 

IX. NO SUPPOSED SECONDARY CONSIDERATIONS OVERCOME 
THE OBVIOUSNESS ANALYSIS .............................................................. 32 

A. The ’698 Patent Does Not Demonstrate Any Unexpected Result ...... 32 

B. There Is No Evidence of Industry Skepticism of the ’698 Patent ........ 34 

C. The ’698 Patent Has Not Met Any Long-Felt, but Unmet Need ........ 34 

X. CONCLUSION .............................................................................................. 35 

 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 
EXHIBIT 1002 – DECLARATION OF MEYER N. SOLNY, M.D. 
 

1 
 

 
1. I, Meyer N. Solny, M.D., have been retained by counsel for Petitioner 

Dr. Reddy’s Laboratories Inc. (“DRL”). I understand that DRL is petitioning for 

inter partes review (“IPR”) of U.S. Patent No. 9,220,698 to Ault et al. (“the ’698 

patent”) (Ex. 1001), which is assigned to Pozen Inc. and Horizon Pharma USA, Inc. 

(“Patent Owners”), to request that the United States Patent and Trademark Office 

cancel certain claims of the ’698 patent as unpatentable. I submit this expert 

declaration in support of DRL’s IPR petition for the ’698 patent. I have been 

informed by counsel that DRL’s inter parte petition will be accompanied by a timely 

motion for joinder under 37 C.F.R. §42.122(b) to the previously filed IPR2017-

01995 by Mylan Pharmaceuticals Inc. I have been further informed that on March 

08, 2018 the Board instituted trial on Mylan’s IPR. Paper 18 in IPR2017-01995. I 

have been also informed that Mylan’s IPR was supported by the expert declarations 

of Drs. Michael Mayersohn, Ph.D. and David C. Metz, M.D. I have been further 

informed by counsel that in order to facilitate resolution of substantially similar inter 

parte petitions concerning the same patent claims and stating the same or 

substantially similar grounds for invalidity, the Board accepts the use of the language 

from the prior expert declarations, provided that the petitioner’s expert supports the 

opinions stated in such prior declarations. Like Dr. Metz, I am a gastroenterologist. 

I have reviewed the materials cited in this declaration, which are also the materials 

cited in Dr. Metz’ declaration. In view of the above, I agree and adopt the opinions 
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stated in Dr. Metz’ declaration, which are reiterated below. 

I. QUALIFICATIONS AND BACKGROUND 

A. Education and Experience 

2. I am a Board Certified Gastroenterologist and Gastrointestinal 

Endoscopist. I have been practicing medicine in the field of gastroenterology for 

over 38 years with a special emphasis on upper gastrointestinal (GI) tract disease 

states. 

3. I am board certified in gastroenterology and in internal medicine, and 

listed as Top Doctor 2013-2017 (Castle Conolly).  

4. I received a Bachelor of Arts from the Yeshiva University, New York, 

New York, in 1970.  In 1974, I received a Medical Doctor (M.D.) degree from 

Columbia University, College of Physicians & Surgeons and Masters of Business 

Administration (MBA) from Columbia Business School in 2000. 

5. From 1974 to 1975, I interned in medicine at the New York Hospital – 

Cornell Medical Center.  From 1975 to 1977, I was a Junior and then Senior 

Assistant Resident in Medicine at the New York Hospital – Cornell Medical Center. 

6. From 1977 to 1979, I was a Fellow at the Division of Gastroenterology 

in the same center. 

7. For over 38 years, I have maintained an active and ongoing solo private 

practice in internal medicine and gastroenterology, while practicing as an Assistant 
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