
CENTER FOR DRUG EVALUATION AND 

RESEARCH 
 

 

APPLICATION NUMBER: 

 

208216Orig1s000 

 

 

SUMMARY REVIEW 
 

 

 

  





Signatory Authority Review Template

1. Introduction 

This application for NDA 208216 is a 505 b2 application for azacitidine and seeks the 
same indications as Vidaza NDA #050794, the RLD.

2. Background

See introduction. 

3. CMC/Device 

No issue which would preclude approval was identified. The stability data support a 
24 month shelf life.

4. Nonclinical Pharmacology/Toxicology

No issues that would preclude approval were identified. The labeling was revised to 
incorporate PLLR.

5. Clinical Pharmacology/Biopharmaceutics 
No issues that would preclude approval were identified.

6. Microbiology 
N/A

7. Clinical/Statistical-Efficacy
No clinical data was submitted.

8. Safety
No clinical data was submitted.
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9. Advisory Committee Meeting  
N/A

10. Pediatrics
The Applicant requested a waiver which was granted.

11. Other Relevant Regulatory Issues
None

12. Labeling
All disciplines made recommendations for labeling. DMEPA proposed carton and 
container revisions which were accepted by the Applicant.

13. Decision/Action/Risk Benefit Assessment

Recommended regulatory action 
Approval

Risk Benefit Assessment
This application is a 505 b2 application for Vidaza. 

Recommendation for Post marketing Risk Management Activities
None

Recommendation for other Post marketing Study Requirements/ 
Commitments
None
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