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I, Daniel Wynn, provide the following testimony: 

I. INTRODUCTION 

1. I have been engaged by counsel for Biogen MA Inc., Finnegan, 

Henderson, Farabow, Garrett & Dunner, LLP, as an expert consultant for this inter 

partes review proceeding.  I am being compensated at a rate of $1,000 per hour, 

plus reimbursement for related out-of-pocket expenditures.  My compensation is 

not contingent upon my opinions or the outcome of this or any other proceeding.  

2. I understand that the patent involved in this proceeding is U.S. Patent 

No. 8,399,514 (Ex. 1001, “the ’514 patent”), which is assigned on its face to 

Biogen Idec MA Inc., but is now assigned to Biogen MA Inc. (“Biogen”). 

3. I have been informed that the ’514 patent issued from a series of 

applications as shown below: 

Country 
Patent No./  

Application No. 
Filing Date Abbreviation 

U.S. 13/372,426 Feb. 13, 2012 ’426 Application 

U.S. 12/526,296 Feb. 7, 2008 ’296 Application 

Int’l PCT/US2008/001602 Feb. 7, 2008 
’602 Application  

(“B2,” Ex. 1011) 

U.S. 60/888,921 Feb. 8, 2007 
’921 Provisional 

 (“B1,” Ex. 1012) 
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4. I understand that the ’602 Application, ’296 Application, and ’426 

Application share a substantially identical written description.  

5. Claim 1 of the ’514 patent states: 

A method of treating a subject in need of treatment for multiple 

sclerosis comprising  

orally administering to the subject in need thereof a pharmaceutical 

composition consisting essentially of  

(a) a therapeutically effective amount of dimethyl fumarate, 

monomethyl fumarate, or a combination thereof, and  

(b) one or more pharmaceutically acceptable excipients,  

wherein the therapeutically effective amount of dimethyl fumarate, 

monomethyl fumarate, or a combination thereof is about 480 mg per 

day. 

Claims 11, 15, and 20 describe additional methods of treating MS by administering 

about 480 mg per day of dimethyl fumarate (DMF), monomethyl fumarate (MMF), 

or a combination thereof.  Claims 6 and 12 focus on administering DMF, while 

claim 7 provides for administering MMF.  Claim 2 specifies that the 

pharmaceutical composition is administered in the form of a tablet, suspension, or 

capsule.  Dependent claims 3-5, 9, 13, 14, and 16 further specify the frequency of 
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dosing, e.g., twice or three times a day.  Claims 8 and 10 provide that the 

therapeutically effective dose is administered to the subject for at least 12 weeks.  

Claims 17-19 depend from claims 1, 11, and 15, respectively, and specify that the 

expression level of NQO1 is elevated after administering DMF, MMF, or a 

combination thereof. 

II. PERSONAL BACKGROUND AND QUALIFICATIONS 

6. I am the Director of Clinical Research and Director of the Multiple 

Sclerosis Center at Consultants in Neurology in Northbrook, Illinois.  Consultants 

in Neurology is a large specialty practice focusing on the evaluation and treatment 

of multiple sclerosis and other neurological conditions.  As Director of Clinical 

Research and Director of the Multiple Sclerosis Center, I supervise clinicians and 

oversee operations in the Multiple Sclerosis Center, train and manage research 

staff, and maintain an active clinical practice evaluating and treating patients where 

about 85% of my practice involves individuals with multiple sclerosis (MS).  My 

current practice also includes continuous involvement in clinical trials, often as 

principal investigator, and research concerning the development of new 

therapeutics.    

7. I received my medical doctorate from The Chicago Medical School 

and completed residencies in internal medicine and neurology at the Mayo 
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