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1. My name is Jayanth Panyam. I have been retained by counsel for 

Teva Pharmaceuticals USA, Inc. (“Teva”). I understand that Teva is petitioning 

for inter partes review of U.S. Patent No. 8,603,514 (the “’514 patent”), which is 

assigned to Monosol RX, LLC (“Monosol”). I further understand that Teva is 

requesting that the United States Patent and Trademark Office cancel claims 1-3, 9, 

15, 62-65, 69-73, and 75 of the ’514 patent as unpatentable over Bess in view of 

Chen, and Chen in view of Cremer. This expert declaration supports Teva’s 

petition.  

I. Qualifications and Background 

A. Education and Experience; Prior Testimony 

1. My background, qualifications, and experience related to my opinions 

expressed in this report are given in my curriculum vitae attached as Ex. 1036. 

2. I received my Bachelor’s degree in Pharmacy in 1997 from the T.N. 

Dr. MGR Medical University. I continued my education at Banaras Hindu 

University and received my Masters degree in Pharmaceutics in 1999. In 2003, I 

received my Ph.D. in Pharmaceutical Science from the University of Nebraska 

Medical Center. 

3. I have more than nine years of experience working in the 

pharmaceutical sciences. I am currently a professor with tenure at the University of 

Minnesota, in Minneapolis. 
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4. Throughout my career, I have published sixty peer-reviewed articles 

and five book chapters related to pharmaceutical sciences. I have also been invited 

to give presentations at more than thirty national meetings, including “Targeting 

circulating tumor cells and metastases in breast cancer,” “Nanoparticles for Tumor-

targeted Drug Delivery: Challenges and Opportunities,” and “PLGA-induced 

inflammation is a double-edged sword.” 

5. I am a member of the American Association of Pharmaceutical 

Scientists, the Controlled Release Society, and the American Association of 

Colleges of Pharmacy. 

6. I am named as an inventor on one issued patent entitled 

“Nanoparticles for imaging and treating chlamydial infection,” as well as five 

pending patent applications and invention disclosures.  

7. I have previously testified as an expert in a deposition. 

B. Bases for Opinions and Materials Considered 

8. Ex. 1037 includes a list of the materials I considered, in addition to 

my experience, education, and training, in providing the opinions contained herein. 

C. Scope of Work 

9. I have been retained by Teva as a technical expert in this matter to 

provide various opinions regarding the ’514 patent.  I receive $750 per hour for my 

services and $1,150 for time spent testifying at deposition, hearing, or trial.  No 
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part of my compensation is dependent upon my opinions given or the outcome of 

this case.  I do not have any other current or past affiliation as an expert witness or 

consultant with Teva.  I do not have any current or past affiliation with Monosol, 

or any of the named inventors on the ’514 patent. 

II. Summary of Opinions 

10. It is my opinion that the challenged claims – claims 1-3, 9, 15, 62-65, 

69-73, and 75 – are obvious under 35 U.S.C. § 103 in view of the prior art, 

including the references cited below, which collectively teaches and motivates a 

person of ordinary skill in the art to make and use the same film formulation 

compositions that are claimed by the ’514 patent. 

11. I have reviewed the uniform thin film drug delivery prior art, and find 

that one of ordinary skill in the art would have understood that the Bess1 and Chen2 

references, and the Cremer3 reference, render obvious the challenged claims of the 

’514 patent.  

12. The allegedly inventive concepts of the ’514 patent were all well-

known in the prior art. It was known at the time of the alleged invention of the 

’514 patent that uniform suspensions are important for use in drug delivery. 

Dispersion of pharmaceutical actives uniformly throughout a suspension was well 
                                                 
1 Bess, Ex. 1004. 
2 Chen, Ex. 1005. 
3 Cremer, Ex. 1006. 
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known in the art. Uniformity was known to be challenging for those compounds 

that were not readily soluble, thereby forming suspensions. It would have thus 

been obvious by the priority date to use uniform dispersion of pharmaceutical 

actives throughout a suspension. 

13. It was also known that uniform suspensions of particulate agents 

(before or after casting) were highly dependent on viscosity. One of skill in the art 

would have understood that uniformity in film formulations meant for human use 

was expected and readily achieved. (See, e.g., Ex. 1013, The Theory and Practice 

of Industrial Pharmacy, at 56-57, 358-359, 368-369.)4 The ’233 patent5 discloses 

that homogeneous suspensions of various polymers, including vinyl acetate and 

cellulose, were used for cast films. (Ex. 1022, ‘233 patent, at Abstract.) These 

films were also dried and considered to be homogenous. (Id. at 4:59-5:3.) Further, 

it was well known in the art that the uniformity of particulates in a suspension was 

directly related to the suspension’s viscosity. (Ex. 1013, The Theory and Practice 

of Industrial Pharmacy, at 484.) The uniformity could also be affected by the 

mixing time and speed used for making a suspension. (Id. at 491-492.)  Stoke’s 

law, well known in the art by 2001, taught that settling of particulates in a 

suspension is directly related to, among other things, the density of the particles 
                                                 
4 Ex. 1013, The Theory and Practice of Industrial Pharmacy (Lachman et al., eds., 
3d ed. 1986). 
5 Ex. 1022, U.S. Pat. No. 5,166,233. 
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