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B. Final Risk Assessment – The risk to the product for microbial and 
endotoxin contamination has been minimized through validation and process 
control. 

IV. Administrative

A. Reviewer's Signature _____________________________
Denise A. Miller
Sr. Microbiologist, OPF/DMA/Branch II

B. Endorsement Block_______________________________
Neal J. Sweeney, Ph.D.
Sr. Microbiologist, OPF/DMA/Branch II 

C. CC Block
N/A

5 Page(s) have been Withheld in Full as b4 (CCI/TS) immediately following this page
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REVIEWER COMMENT – The stability program is acceptable from a quality 
microbiology perspective.

A APPENDICES - NA

R REGIONAL INFORMATION
R.1 Executed Batch Record

2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q)

(b) (4)
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MODULE 1

A. PACKAGE INSERT - Product is diluted in 100 – 150 ml sodium 
chloride 0.9% Injection, USP. Label states that the diluted product must be 
used within 4 hours.  If immediate use in not possible, the diluted product 
may be stored for up to 24 hours at 2-8°C.  All unused EXONDYS 51 is to 
be discarded. 

ADEQUATE

REVIEWER COMMENT – The proposed labeling conforms to the conditions that 
were discussed with the sponsor in the 17 October 2013 sponsor meeting.  These 
proposed storage conditions are within current expectations for diluted product in the 
absence of supportive data.

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS:

There were no quality microbiology deficiencies identified in the information 
provided.

Reviewer's Signature _____________________________
Denise A. Miller
Sr. Microbiologist, OPF/DMA/Branch II

Endorsement Block_______________________________
Neal J. Sweeney, Ph.D.
Sr. Microbiologist, OPF/DMA/Branch II 
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