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EXCLUSIVITY SUMMARY  

 
NDA # 22-006     SUPPL #          HFD # 120 

Trade Name   Sabril Oral Solution 
 
Generic Name   vigabatrin 
     
Applicant Name   Lundbeck, Inc.       
 
Approval Date, If Known   8/21/09       
 
PART I IS AN EXCLUSIVITY DETERMINATION NEEDED? 
 
1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission. 
 

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement? 
                                           YES  NO  
 
If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 
 
 505(b)(1) 

 
c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.") 

    YES  NO  
 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.     

 
      

 
If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:              
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d)  Did the applicant request exclusivity? 
   YES  NO  

 
If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 
 

7 (Orphan Drug Designation) 
 

e) Has pediatric exclusivity been granted for this Active Moiety? 
   YES  NO  

 
      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 
    
            
 
IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.   
 
 
2.  Is this drug product or indication a DESI upgrade? 

     YES  NO  
 
IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).   
 
 
PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES 
(Answer either #1 or #2 as appropriate) 
 
1.  Single active ingredient product. 
 
Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen or 
coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) has 
not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

 
                           YES  NO   
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s). 
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NDA#             

NDA#             

NDA#             

    
2.  Combination product.   
 
If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)   

   YES  NO  
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).   
 
NDA#             

NDA#             

NDA#             

 
 
IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 
 
 
PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS 
 
To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."   
 
 
1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
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summary for that investigation.  
   YES  NO  

 
IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.  
 
2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 
 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO  
 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

 
      

                                                  
(b) Did the applicant submit a list of published studies relevant to the safety and effectiveness 
of this drug product and a statement that the publicly available data would not independently 
support approval of the application? 

   YES  NO  
 
(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

  
     YES  NO  

 
     If yes, explain:                                      
 

                                                              
 

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  

   
   YES  NO  
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     If yes, explain:                                          
 

                                                              
 

(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical investigations 
submitted in the application that are essential to the approval: 

 
      

 
                     

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.   
 
 
3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.   
 

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.") 

 
Investigation #1         YES  NO  

 
Investigation #2         YES  NO  

 
If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon: 

 
      

 
b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product? 

 
Investigation #1      YES  NO  

   
Investigation #2      YES  NO  
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If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on: 

 
      

 
c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 

 
       

 
 
4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 
 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

 
Investigation #1   ! 
     ! 

 IND #        YES   !  NO       
      !  Explain:   
                                 

              
 

Investigation #2   ! 
! 

 IND #        YES    !  NO     
      !  Explain:  
                                      
         
                                                             

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 
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Investigation #1   ! 
! 

YES       !  NO     
Explain:    !  Explain:  

                 
  
 
 Investigation #2   ! 

! 
YES        !  NO     
Explain:    !  Explain:  

              
         
 

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.) 

 
  YES  NO  

 
If yes, explain:   
 

      
 
 
================================================================= 
                                                       
Name of person completing form:  Tamy Kim, PharmD                     
Title:  Senior Regulatory Project Manager 
Date:  8/24/09 
 
                                                       
Name of Office/Division Director signing form:  Division of Neurology Products/Russell Katz, MD 
Title:  Division Director 
 
 
 
Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05 
 



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

TAMY E KIM
08/24/2009

RUSSELL G KATZ
08/25/2009



 

     

    

  

   

   

     

             
              

         

          
 

             

                  
           
   

 

               
             

              
   

                
            

 



     
 

               

   

         
 

                  
      

             
        

         
 

             
           

        

      

    

               
              

            
                

             
            

              

 

               

 



  

                
               

           
              

             
 

               

                
              

          
      

      

               
            

               
         

            
           

              
               

              

 



   
 

          

               
            

               
            

                
               

               
             

           

            
            

        
 

                
        

               
              

    
 

                
        

  

                
           

        

 



  

              
         

            
      

              
                

               
                

            
          

             
             

              
    

  

 

             
        

            
               

      

  

  

 



               
    

                
                

   

                
             

                 
                  

            
          

             
               

  

  

 

  

                
              

      

 



 

  

 

  

                 
            

                
               

            

  

       
    
 

             
  

     

 



 

 

 

 
    

  

  

 
           

           
        



 
  

                 
              

      

 
   
 

  



MEMORANDUM 
DEPARTMENT OF HEALTH & HUMAN SERVICES  

Public Health Service 
Food and Drug Administration 

                                                                                                                                                                    
                                                                                     

Division of Neurology Drug Products (HFD-120) 
Center for Drug Evaluation and Research 

Date:   August 18, 2009 
 
From:   Philip H. Sheridan, M.D. 

Division of Neurology Drug Products, HFD-120 
Office of Drug Evaluation I 

 
Subject:  Financial Disclosure Statements for NDA 22006, Study W019 
 
To:   File NDA 22-006 
 
Drug:   Sabril (vigabatrin) for Treatment of Infantile Spasms 
 
Protocol W019 was a multicenter safety and efficacy study of vigabatrin as therapy for 
newly diagnosed infantile spasms.  The principal investigator was Dr. R. E. Appleton at 
the Alder Hey Children’s Hospital in Liverpool, England.  Forty patients were enrolled in 
the study.   
 
The study was sponsored by Hoechst Marion Roussel Ltd. (now Sanofi-Aventis) which 
provided vigabatrin and some funding for the study.  The study was not intended to be a 
pivotal study to support an NDA submission.  The Clinical Study Report was completed 
on March 3, 1997.  The results of the study were published in a peer-reviewed scientific 
journal (Epilepsia 40 [11] 1627-1633, 1999). 
 
NDA 20-427 was submitted by Hoechst Marion Roussel Ltd. (now Sanofi-Aventis) to the 
Agency in 1994 for Sabril for the adjunctive treatment of intractable complex partial 
seizures in adults.  A non-Approvable letter was issued in 1998 by the Agency. 
 
In March 2004, Ovation (now Lundbeck) acquired the North American regulatory, 
distribution, and marketing rights for vigabatrin from Sanofi-Aventis.  Ovation made two 
requests in writing in 2005 to Aventis requesting the financial disclosure information for 
a list of vigabatrin studies which included Study W019.  Aventis sent a letter dated 
December 7, 2005 to Ovation stating that the requested information was not available.  
This correspondence was submitted to the Agency by Ovation as part of its financial 
disclosure for its resubmission of NDA 40-427 (for the adjunctive treatment of intractable 
complex partial seizures) in December 2007. 
 
A new NDA (NDA 22006) for Sabril for the treatment of infantile spasms was also 
submitted to the Agency by Ovation in December 2007.  This submission used Study 
W019 as a pivotal study.  In response to an Agency request for further financial 
disclosure documentation for Study W019, Ovation (Lundbeck) requested the principal 



Philip H. Sheridan, MD, HFD-120 Medical Review  Page 2 of 6 
Memo to File NDA 22006 Sabril for Infantile Spasms 
Financial Disclosure for Study W019  

investigator Dr. Appleton to certify that neither he nor his coinvestigators received any 
outcome-based payments for Study W019 and that none of them have any proprietary 
interest in Sabril (e.g. patents, trademarks, or licensing agreements).  This certification is 
appended below and satisfies the requirement for financial disclosure for Study W019. 
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Memo to File NDA 22006 Sabril for Infantile Spasms 
Financial Disclosure for Study W019  
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Memo to File NDA 22006 Sabril for Infantile Spasms 
Financial Disclosure for Study W019  
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Memo to File NDA 22006 Sabril for Infantile Spasms 
Financial Disclosure for Study W019  

 
 
 
 
 
 

 

(b) (4)



Philip H. Sheridan, MD, HFD-120 Medical Review  Page 6 of 6 
Memo to File NDA 22006 Sabril for Infantile Spasms 
Financial Disclosure for Study W019  

 
 
 
 
 



Linked Applications Submission
Type/Number Sponsor Name Drug Name / Subject

-------------------- -------------------- -------------------- ------------------------------------------
NDA 22006 ORIG 1 SABRIL (VIGABATRIN)

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

PHILIP H SHERIDAN
08/18/2009

NORMAN HERSHKOWITZ
08/18/2009
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M E M O R A N D U M                 DEPARTMENT OF HEALTH AND HUMAN SERVICES 

 PUBLIC HEALTH SERVICE 
   FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 
___________________________________________________________________________________________ 
 

CLINICAL INSPECTION SUMMARY 

 
DATE:   June 19, 2008  
 
TO:   Tamy Kim, Regulatory Project Manager 

 Dr. Norman Hershkowitz, Medical Officer 
 
FROM:    Sheryl Gunther, Pharm.D. 
   Good Clinical Practice Branch I 
   Division of Scientific Investigations  
 
THROUGH:   Constance Lewin, M.D., M.P.H. 

Branch Chief, Good Clinical Practice Branch I 
Division of Scientific Investigations 

 
SUBJECT:    Evaluation of Clinical Inspections 
 
NDA:   22-006 
 
APPLICANT:  Ovation Pharmaceuticals, Inc. 
 
DRUG:   Sabril® (vigabatrin) Powder for Oral Solution  
 
NME:   Yes  
 
THERAPEUTIC CLASSIFICATION:  Standard Review 
 
INDICATION:   treatment of infantile spasms 
 
CONSULTATION REQUEST DATES:  February 28, 2008  
 
DIVISION ACTION GOAL DATE:  June 30, 2008 (An Advisory Committee meeting is planned 
for early August; an action will be delayed until after this date.) 
 
PDUFA DATE:     June 30, 2008   
 
 
 
 
 



                    Page 3 CLINICAL INSPECTION SUMMARY 

 

I. BACKGROUND:   
 

NDA 22-006 is a new drug marketing application for Sabril® (vigabatrin) Powder for Oral 
Solution. Vigabatrin is a new chemical entity being developed for the treatment of infantile 
spasms (IS).  It also is proposed for the treatment of partial epilepsy in subjects who have not 
responded adequately to other antiepilepsy drugs.  Currently the product is approved in the UK 
and various European countries for both of these indications.  Drs. Elterman, Shields, and 
Bebin's sites were selected for inspection due to enrollment of large numbers of study subjects.  
The goals of the inspections were to assess adherence to FDA regulatory requirements; 
specifically, investigator oversight, protocol compliance, accuracy of primary efficacy 
endpoint data, and protection of subjects’ rights, safety, and welfare. 

 
The following protocol was inspected: 
 

• Protocol: #1-A, entitled "Clinical Experience and Use of Vigabatrin (Sabril®) in 
Subjects with Infantile Spasms" 

 
II. RESULTS (by Site): 
 
Name of CI, IRB, or Sponsor 
City, State or Country 

Protocol # Inspection Date Final 
Classification 

 
Roy D. Elterman, MD 
Dallas Pediatric Neurology Associates 
12801 N. Central Expressway 
Suite 580, Plaza 3 
Dallas, TX 75243-1708 

Protocol #1-A April 28 - May 5, 2008 VAI 

W. Donald Shields, MD 
Mattel Children’s Hospital at UCLA 
Division of Pediatric Neurology 
10833 LeConte Avenue 
Room 22-474 MDCC, Box 951752 
Los Angeles, CA 90095-1752 
Phone: 310-206-8808 

Protocol #1-A April 29 - May 12, 2008 Pending  

Martina Bebin, MD 
UAB Department of Neurology 
Epilepsy Center 
CIRC 312 
1719 6th Avenue South 
Birmingham, AL 35292-3280 
Phone: 205-996-6893 or 205-934-0683 

Protocol #1-A  

 

April 28 - 30, 2008 NAI 

Ovation Pharmaceuticals, Inc. 
4 Parkway North, Suite 200 
Deerfield, IL 60015 
Phone:  847-282-1066 
Fax:  847-317-9112 
Email:  jswalec@ovationpharma.com 

Protocol #1-A  

 
 

May 29 - June 18, 2008 Pending 

 
Key to Classifications 
NAI = No deviation from regulations.  
VAI-No Response Requested= Deviations(s) from regulations.  
VAI-R = Response Requested = Deviation(s) from regulations.  
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OAI = Significant deviations from regulations.   
Pending = Preliminary classification based on information in 483; EIR has not been received from the field and        

complete review of EIR is pending. 
 

1. Roy D. Elterman, MD, Site #1 
Dallas Pediatric Neurology Associates 
12801 N. Central Expressway 
Suite 580, Plaza 3 
Dallas, TX 75243-1708 

 
a.  What was inspected:  Forty-seven (47) subjects were enrolled at Dr. Elterman's 

site.  Only three subjects completed the study.  A complete review of 16 
subjects' records was conducted.  Informed consent documents for all subjects 
were reviewed.  

 
b. General observations/commentary:  The inspection revealed minor protocol 

deviations related to obtaining laboratory values as specified in the protocol, as 
well as instances of recordkeeping violations.  Additionally, two subjects were 
allowed to participate in the study in violation of exclusion criteria.  
Specifically, Subject #183 was removed from the study, started on 
adrenocorticotropic hormone (ACTH), and subsequently re-entered into the 
study.  The subject was concurrently taking the study drug and ACTH for a 
period of time, in violation of the protocol.  Subject #187 had a history of Miller 
Dieker Type #1 disease and participated in the study in violation of protocol 
exclusion criteria.   

 
c. Assessment of data integrity:  The review division should evaluate the significance 

and impact, if any, of the participation of Subjects #183 and 187 in the study given the 
violation of protocol exclusion criteria as stated above.  Otherwise, data for this site 
appear acceptable in support of the pending application. 

  
2. W. Donald Shields, MD, Site #2 

Mattel Children’s Hospital at UCLA 
Division of Pediatric Neurology 
10833 LeConte Avenue 
Room 22-474 MDCC, Box 951752 
Los Angeles, CA 90095-1752 

 
a.  What was inspected:  At Dr. Shields' site, 49 subjects were screened, 48 

subjects were enrolled and randomized, and 8 subjects completed the study.  A 
complete review of 16 subjects' records was performed.  Informed consent 
documents for all subjects were reviewed.   

 
b. General observations/commentary:  The inspection revealed protocol 

deviations related to dosing for two subjects.   Specifically, Subject #0203 was 
randomized to a high-dose regimen, but received the protocol-specified doses at 
delayed intervals.  Subject #0256 was overdosed during the initial treatment 
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phase due to an incorrectly obtained weight.  Additionally, there were several 
instances of laboratory examinations that were not performed as specified in the 
protocol, as well as several deviations in performing global evaluations per 
protocol.   

 
Observations noted for Dr. Shields’ site are based on the Form FDA 483 and 
communications with the field investigator.  An inspection summary addendum 
will be generated if conclusions change upon receipt and review of the EIR. 

 
c. Assessment of data integrity:  Other than the deficiencies pertaining to dosing 

deviations for Subjects #0203 and 0256 mentioned above, data for Dr. Shields' site 
appear acceptable in support of the pending application. 

 
3.    Martina Bebin, MD, Site #4 
       UAB Department of Neurology 
       Epilepsy Center 
       CIRC 312 
       1719 6th Avenue South 
       Birmingham, AL 35292-3280 

 
a. What was inspected:  At Dr. Bebin's site, 81 subjects were screened, and 61 

subjects were enrolled.  Ten subjects completed the study.  Informed consent 
documents for all subjects were reviewed.  An audit of all 61 enrolled subjects’ 
records was conducted. 

 
b. General observations/commentary:  No significant regulatory violations were 

noted. 
 

c. Assessment of data integrity:  Data for this site appear acceptable in support of the 
pending application. 

 
4.    Ovation Pharmaceuticals, Inc. 
       4 Parkway North, Suite 200 
       Deerfield, IL 60015 

 
a. What was inspected:  The inspection included review of standard operating 

procedures and monitoring reports.  Monitoring reports for protocol #1-A at 
Drs. Elterman, Shields, and Bebin's sites were reviewed. 

 
b.   General observations/commentary:  No significant regulatory violations were 

noted. 
 
c. Assessment of data integrity:  Data monitored by this sponsor appear acceptable in 

support of the pending application. 
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Observations noted for Ovation Pharmaceuticals, Inc. are based on the Form 
FDA 483 and communications with the field investigator.  An inspection 
summary addendum will be generated if conclusions change upon receipt and 
review of the EIR. 

 
IV.   OVERALL ASSESSMENT OF FINDINGS AND RECOMMENDATIONS 

  
As mentioned above, the inspection of Dr. Elterman revealed protocol exclusion criteria 
violations with respect to the study participation of Subjects #183 and 187.  For Dr. Shields' 
site, the inspection revealed protocol dosing violations for Subjects #0203 and 0256.  The 
review division should evaluate the significance and impact, if any, of these observations.  The 
inspection of Dr. Bebin's site found no significant regulatory violations.  Data generated from 
Dr. Bebin's site appear acceptable for use in support of the pending application.  The inspection 
of Ovation Pharmaceuticals, Inc. found no significant regulatory violations, and thus data 
monitored by the sponsor appear acceptable for use in support of the pending application. 
 
As previously mentioned, observations noted above for Dr. Shield's site, as well as the 
inspection of Ovation Pharmaceuticals, Inc., are based on the Form FDA 483 and 
communications with the field investigator.  An inspection summary addendum will be 
generated if conclusions change significantly upon receipt and review of the final EIR. 

 
 

{See appended electronic signature page} 
 
Sheryl Gunther, Pharm.D. 

      Good Clinical Practice Branch I 
      Division of Scientific Investigations  

 
 

CONCURRENCE: 
 

{See appended electronic signature page} 
 
Constance Lewin, M.D., M.P.H. 
Branch Chief, Good Clinical Practice Branch I 
Division of Scientific Investigations 
Office of Compliance 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Sheryl Gunther
6/26/2008 08:18:08 AM
PHARMACOLOGIST

Sherbert Samuels
6/26/2008 09:46:43 AM
CSO
Signed on behalf of Dr. Constance Lewin
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADM NISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Division/Office):  
HFD-520/DAIOP 
Frances LeSane, CPMS 
(Wiley Chambers has been involved with this NDA) 
 

 
FROM: 

HFD-120/ Division of Neurology Products 

 

 
DATE 
March 19, 2007 

 
IND NO. 
 

 
NDA NO 

22-006 

 
TYPE OF DOCUMENT 

NDA 

 
DATE OF DOCUMENT 

March 8, 2007 
 
NAME OF DRUG 
 
Sabril (vigabatrin) tablets 

 
PRIORITY CONSIDERATION 

 

 
CLASSIFICATION OF DRUG 

 

 
DESIRED COMPLETION DATE 

Pdufa goal date in six months 
 

NAME OF FIRM:  OVATION 
 

REASON FOR REQUEST 
 

I. GENERAL 
  NEW PROTOCOL 

  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY 

 
  PRE--NDA MEETING 
  END OF PHASE II MEETING 
  RESUBMISSION 
  SAFETY/EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 

 OTHER (SPECIFY BELOW):   
 

II. BIOMETRICS 
 
STATISTICAL EVALUATION BRANCH 

 
STATISTICAL APPLICATION BRANCH 

 
  TYPE A OR B NDA REVIEW 
  END OF PHASE II MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG EXPERIENCE 

 
  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
   CLINICAL 

 
   PRECLINICAL 

 
COMMENTS/SPECIAL INSTRUCTIONS: 
This submission is located in the  EDR:  \\CDSESUB1\N22006\N 000\2007-03-08 
  It is a new NDA for Sabril.  Please let me know who the reviewer is.  Thank you!  Courtney 
 
 
SIGNATURE OF REQUESTER 
Courtney Calder, Pharm.D. 
Regulatory Project Manager 
301-796-1050 
calderc@cder fda.gov 

 
METHOD OF DELIVERY (Check one) 

  MAIL   X  HAND 

 
SIGNATURE OF RECEIVER 
 

 
SIGNATURE OF DELIVERER 

 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Courtney Calder
3/19/2007 06:11:15 PM
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.----------------------------------------------------
/s/

Russell Katz
i i / 9/2006 03: 27 : 57 PM




