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Submit Received Review Request Assigned to Reviewer
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Name of Reviewer: Vinayak B. Pawar, Ph.D.

Conclusion: Recommend Approval.
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4 = Post-Constitution/-Dilution Hold Times in Labeling, modifies O (+1) [emphasize Labeling instructions 
for administration, dosing, storage conditions, and specified diluents. Microbial challenge studies 
supporting label recon/dilution/storage instructions if >4 hr RT or >24 hr refrig.]
5 = Components derived from animal sources, modifies O (+1) [emphasize Component bioburden, 
TSE/BSE-free documentation (TS and AP), viral inactivation studies (AP), bioburden reduction processes.]
6 = RPN = O (after modification when applicable) ×S×D

RPN <50 = Low Risk; RPN 50-120 = Moderate Risk; RPN >120 = High Risk

B. Final Risk Assessment - Low

IV. Administrative

A. Reviewer's Signature __________________________________
Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, OPQ/DMA

B. Endorsement Block – __________________________________
Erika A. Pfeiler, Ph.D., ATL, Branch I (Acting), OPQ/DMA

C. CC Block
N/A
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this batch. The change or deterioration in the distributed drug product shall 
be reported, as required under 21 CFR 314.81 (b) (1) (ii).

Container Closure Integrity – N/A
Sterility/Endotoxin – Tested at 12, 24, 30 and 36 months.

P.8.3 Stability Data – See Review Section P.8.1.

ADEQUATE

REVIEWER COMMENT – The applicant meets the regulatory expectations with 
regard to the design of the stability program to support the drug product’s 
microbiological quality throughout its shelf life.

2. REVIEW OF COMMON TECHNICAL DOCUMENT-
QUALITY (CTD-Q)
MODULE 1

PACKAGE INSERT
Drug product is intended for dilution in lower volumes of 0.9% sodium chloride
for injection USP or 2.5% dextrose/0.45% sodium chloride for injection USP or 
additional diluent 5% Dextrose Injection  

 Dosage and administration instructions state that the multi-dose product 
(per dosing instructions: to be used at Day 1 and Day 2) should be used within 24 
hours when held under refrigeration or 3 hours when stored at room temperature 
(these times include administration time). The drug product has antimicrobial 
properties.  Package insert states that in-use vials should be discarded after 28
days. Labeling meetings are ongoing.

ADEQUATE

REVIEWER COMMENT – The applicant has met regulatory expectations with regard 
to the information related to issues of product quality microbiology that is provided in the 
product labeling.

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS:
None
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