
Filed on behalf of Petitioner COALITION FOR AFFORDABLE DRUGS II
LLC 

By: Jeffrey D. Blake, Esq. 
 MERCHANT & GOULD P.C. 

191 Peachtree Street N.E., Suite 4300 
Atlanta, GA 30303 
jblake@merchantgould.com 
Main Telephone: (404) 954-5100 
Main Facsimile: (404) 954-5099 

UNITED STATES PATENT AND TRADEMARK OFFICE 
__________________ 

BEFORE THE PATENT TRIAL AND APPEAL BOARD 
__________________ 

COALITION FOR AFFORDABLE DRUGS II LLC 
Petitioner 

v. 

NPS PHARMACEUTICALS, INC. 
Patent Owner 

__________________ 

Case No. To be assigned 
Patent 7,056,886 

__________________ 

DECLARATION OF ANTHONY PALMIERI III, Ph.D., R.Ph. 
FOR INTER PARTES REVIEW OF U.S. PATENT NO. 7,056,886 

(CLAIMS 1-45) UNDER 35 U.S.C. §§ 311-319 
AND 37 C.F.R. § 42.100 et seq.

CFAD Exhibit 1001f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Declaration of Anthony Palmieri III, Ph.D. 
Inter Partes Review of U.S. Patent No. 7,056,886 

i 

TABLE OF CONTENTS 

I. INTRODUCTION  .......................................................................................... 1 

II. QUALIFICATIONS ........................................................................................ 4 

III. COMPENSATION, PRIOR TESTIMONY, AND RELATIONSHIP
 TO THE PARTIES .......................................................................................... 6 

IV. SUMMARY OF OPINION ............................................................................. 6 

V. LEGAL STANDARDS ................................................................................... 8 

 A. Claim Construction ............................................................................... 8 

 B. Obviousness  .......................................................................................... 9 

C. A Person of Ordinary Skill in the Art ................................................... 9 

VI. CONCURRENT LITIGATION .................................................................... 10

VII. DETAILED OPINION .................................................................................. 10 

 A. Person of Ordinary Skill in the Art ..................................................... 10 

B. How the Challenged Claims Are to Be Construed ............................. 11 

 C. Relevant Time Frame for Analysis of the '886 Patent ........................ 13 

D. Overview of the State of the Art Prior to December 29, 2000 
and the Cited Prior Art ........................................................................ 14 

E. Cited Art Applied is Prior Art to the '886 Patent ................................ 16 

 F. Claims 1-45 are Obvious ..................................................................... 17 

1. Grounds 1 and 2: Each of Claims 1-27, 33-35, 38, and 45 are
obvious over Drucker ‘379 and further in view of Kornfelt and

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Declaration of Anthony Palmieri III, Ph.D. 
Inter Partes Review of U.S. Patent No. 7,056,886 

ii 

Osterberg. Each of Claims 31, 32, and 44 are Obvious over 
Drucker ‘379 and further in view of Kornfelt, Osterberg, and 
Munroe……. .................................................................................. 18 

a. Independent Claim 1……………………………….44

i. A GLP-2 formulation was known………………….45

ii. A medically useful amount of a naturally occurring
GLP-2 was known………………………………….45

iii. A phosphate buffer in an amount sufficient to adjust
the pH of the formulation to a physiologically
tolerable level was known………………………….47

iv. The use of L-histidine was known…………………49

v. The use of mannitol and sucrose as a bulking agent
was known………………………………………...50

b. Dependent Claims 8, 10, 12, 14, 16, 18, 20, and 22……51

i. The concentration of GLP-2 peptide was known…..51

ii. The concentration of L-histidine was known…… ...53

iii. The claimed concentration of mannitol

was known. ………………………………………...54

c. Dependent Claims 3, 5, 7, 9, 11, 13, 15, 17, 19, 21, 23,
25, 27, and 45…………………………………………55 

d. Dependent Claims 2, 4, and 6………………………….56

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Declaration of Anthony Palmieri III, Ph.D. 
Inter Partes Review of U.S. Patent No. 7,056,886 

 

iii 
 

e. Dependent Claims 24 and 26…………………………..57  

f. Dependent Claims 33, 34, and 35……………………..57  

g.      Dependent Claim 38…..………………………............58 

2.      Ground 2: Each of Claims 31-32 and 44 are Obvious in View of       
Drucker ‘379 and further in view of Kornfelt, Osterberg, and 
Munroe…………………………………………………………............59 

3. Ground 3: Claims 28-30 and 39-43 are Obvious in View of Drucker 
‘379, Kornfelt, Osterberg, and Holthius. …………………………...61 

4. Ground 4: Each of Claims 36 and 37 are Obvious in View of Drucker 
‘379, Kornfelt, Osterberg, and Drucker ‘574 ………………………71 

 
 5. There was a Reason to Combine the Cited References ...................... 73 
 
 6. There was a Reasonable Expectation of Success ................................ 77 
 
 7. There is no Evidence of Secondary Considerations ............................ 80 
 
VIII. CONCLUSION…………………………………………………………….83 
 
 
 
 

 

 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Declaration of Anthony Palmieri III, Ph.D. 
Inter Partes Review of U.S. Patent No. 7,056,886 

 

1 
 

I, Dr. Anthony Palmieri III, hereby state the following: 

I. INTRODUCTION 

1. I have been retained to provide technical assistance related to the 

filing of a Petition for Inter Partes Review of U.S. Patent No. 7,056,886 (“the ‘886 

Patent”) (Ex. 1003). I am working as a private consultant on this matter and the 

opinions presented here are my own. 

2. I have been asked to prepare a written report including comments 

related to the Petition regarding whether certain claims of the ‘886 Patent are 

unpatentable because they would have been obvious in view of the documents 

cited herein. This Declaration sets forth the bases and reasons for my opinions, 

including the additional materials and information relied upon in forming those 

opinions and conclusions. I have reviewed Exhibits 1003-1031 set forth in the table 

below.  

EXHIBIT DESCRIPTION 

1001 Declaration of Dr. Anthony Palmieri III, Ph.D., R.Ph. 

1002 CV of Dr. Palmieri  

1003 U.S. Patent No. 7,056,886 to Isaacs 
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