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Executive Summary

I. Recommendations

A. Recommendation on Approvability - Recommended for 
Approval

B. Recommendations on Phase 4 Commitments and/or 
Agreements, if Approvable – Not applicable

II. Summary of Microbiology Assessments

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology – This is a preserved, sterile drug 
product  at two drug 
product manufacturing sites.  There is adequate information on the 
preservative effectiveness  manufacturing process
for this drug product.  

B. Brief Description of Microbiology Deficiencies – Not applicable

C. Assessment of Risk Due to Microbiology Deficiencies – Not 
applicable

D. Contains Potential Precedent Decision(s)- Yes     No

III. Administrative

A. Reviewer's Signature _____________________________
Jessica G. Cole, PhD

B. Endorsement Block   _____________________________
Bryan Riley, PhD

    Microbiology Team Leader
C. CC Block

In DARRTS
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c. Detection is visual using a  
  

d. The positive controls include

Table 3- Results from antimicrobial effectiveness testing (Sponsor Table 3.2.P.2.2.1.4-1)

 Justification for not having a microbial limit specification for a 
non-sterile drug product – Not applicable.

ADEQUATE

REVIEWER COMMENT – The microbiological attributes of the drug product 
have been described and are consistent with industry standards.  

P.3 Manufacture
P.3.1 Manufacturers

Lilly France (described In DMF 16307)
2 rue du Colonel Lilly
67640 Fegersheim France
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REVIEWER COMMENT – The stability data is acceptable and the stability 
program is consistent with industry standards.  

REVIEWER COMMENT – The proposed manufacturing process does not utilize 
human or animal derived products.  

R REGIONAL INFORMATION
R.1 Executed Batch Record

Executed batch records were provided for the 6 lots described in Table 7
above.

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

A. PACKAGE INSERT –The package insert does not require product 
quality microbiology input.

3. LIST OF MICROBIOLOGY DEFICIENCIES AND 
COMMENTS:
None.
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