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I, Dr. Donald Miller, declare the following: 

I. INTRODUCTION 

1. I have been retained by Koios Pharmaceuticals LLC 

(“Petitioner”) as an independent expert consultant in this proceeding before 

the United States Patent and Trademark Office.  

2. I understand that this proceeding involves U.S. Patent No. 

8,664,231 (“the ’231 patent”) (Ex. 1001). I further understand that the ’231 

patent claims priority to German Application No. DE 10 2006 033 837, filed 

July 21, 2006. Ex. 1001 at Front Cover. I further understand that the ’231 

patent is assigned to medac GmbH. 

3. I have been asked to provide information concerning the 

formulation of pharmaceutical solutions containing methotrexate (“MTX”) 

for injection by various routes of administration prior to July 2006. I have 

also been asked to consider whether certain references disclose or suggest 

features recited in the claims of the ’231 patent. My opinions are set forth 

below.  

4. In forming my opinions, I have reviewed the previous 

declaration submitted by Dr. David Gammon in support of another challenge 

to the ’231 patent, as well as the materials cited therein, and have relied on 

and incorporated those opinions into this declaration where appropriate. I 
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have applied my personal judgment, knowledge, and experience in 

reviewing and incorporating those opinions, and all opinions set forth in this 

declaration are my own. I have also reviewed and considered Medac’s 

Preliminary Response to a challenge brought by Frontier Therapeutics, LLC, 

and Dr. Elena Massarotti’s declaration in support of that document. I address 

certain of the views expressed in those documents, and reserve the right to 

address the arguments and opinions presented by Medac’s lawyers and 

experts (and any other relevant information) further should the Board 

institute this inter partes review. 

II. QUALIFICATIONS 

5. My curriculum vitae, which includes a detailed summary of my 

background and experience and a list of my publications is attached as 

Exhibit A to this Declaration.  

6. I am Professor of Pharmacy Practice at the North Dakota State 

University School of Pharmacy, within the College of Health Professions. 

Until 2015, I was Chairman of the Department of Pharmacy Practice at 

NDSU. I am also Associate Faculty for the Master of Public Health program 

at NDSU. 

7. I received my Pharm.D. from the University of Michigan and 

my Certificate of Residency from University Hospital in Saskatoon, 
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