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Memorandum 
 

**Pre-Decisional Agency Information** 
 
 
Date:  June 10, 2009 
 
To:  Russell Katz, M.D., Division Director 
  Division of Neurology Products 
 
CC:  Tamy Kim, PharmD, Regulatory Project Manager 
  Division of Neurology Products 
 
  Mary Dempsey, Project Management Officer 

OSE – Division of Risk Management 
 
Sharon R. Mills, BSN, RN, CCRP, Patient Product Information 
Reviewer 
OSE – Division of Risk Management 

 
  Jodi Duckhorn, M.A., Team Leader 
  OSE – Division of Risk Management 

   
From:  Sharon Watson, PharmD, Regulatory Review Officer 

Division of Drug Marketing, Advertising, and Communications 
 

Subject: Sabril (vigabatrin) Tablets, NDA:  20-427 
Sabril (vigabatrin) for Oral Solution, NDA:  22-006 
 

 
 
DDMAC has reviewed the proposed Medication Guide (Med Guide) for Sabril 
Tablets and Oral Solution as edited in the June 5, 2009, review from OSE’s 
Division of Risk Management.  We agree with OSE’s comments and offer the 
following in addition.  Please also refer to DDMAC’s April 21, 2009, emailed 
review of the proposed Med Guide for Sabril Tablets.  If you have any questions 
or concerns regarding these comments, please contact me. 
 
GENERAL 
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6/10/2009 11:22:50 AM
DDMAC CONSUMER REVIEWER
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