
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 

 
203312Orig1s000 

 
 

SUMMARY REVIEW 







Summary Review 

Page 3 of 4 

5. Clinical Microbiology  
 
N/A. 
 

6. Clinical/Statistical-Efficacy 
 
Efficacy was established in the first cycle. I refer the reader to first cycle reviews. There is no 
new efficacy information in the second cycle submission. 
 

7. Safety 
 
The applicant submitted a safety update, which was reviewed by Dr. Bergmann. There is no 
new safety signal identified. 
 
 

8. Advisory Committee Meeting   
 
No advisory meeting was necessary for this 505(b)(2) application. 
 

9. Pediatrics 
 
Pediatric study requirements are waived for this application because necessary studies are 
impossible or highly impracticable as the disease does not occur in the pediatric population.   
 

10. Other Relevant Regulatory Issues 
 
There are no other unresolved relevant regulatory issues. The proposed proprietary name, 
Rytary, was found acceptable. 
 
 

11. Labeling 
 
There is no unresolved labeling issue. 
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12. Decision/Action/Risk Benefit Assessment 
 
As outstanding CMC issues and inspectional deficiencies have been resolved, I will issue an 
approval letter for this application. The letter will include the following two post-marketing 
requirements: 
 

1996-1       Six-month oral toxicology study of methacrylic acid copolymer,  in 
rat.  The methacrylic acid copolymer, , should be the same as the 
excipient in the to-be-marketed product. 

 
 
1996-2 Oral absorption study of radiolabeled methacrylic acid copolymer,  

in rat.  The methacrylic acid copolymer,  should be the same as the 
excipient in the to-be-marketed product. 
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