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NDA 21-980 Microbiology Review # 1

Product Quality Microbiology Data Sheet

A. 1. TYPE OF NDA: Six Month Priority

2. APPLICATION FOR: New Drug

3. MANUFACTURING SITE: IMS Ltd., South El Monte, CA -

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY: Intravenous Injection 10% Fluorescein

5. METHOD(S) OF STERILIZATION: """

6. PHARMACOLOGICAL CATEGORY: Diagnostic chemical
responding to Electromagnetic Radiation.

B. SUPPORTING/RELATED DOCUMENTS: None
C. REMARKS: The consult requests review of NDA 21-980 for an expedited six

month priority review of the drug product FLUORESCITE injection. Five
volumes of the CMC Microbiology section were submitted for review.
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NDA 21-980 Microbiology Review # 1

Executive Summary

1. Recommendations

A. Recommendation on Approvability — Based on the sterility
assurance provided by the product quality information submitted
for review the application is recommended for approval.

B. Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable - NA

II. Summary of Microbiology Assessments
A. Brief Description of the Manufacturing Processes that relate to
Product Quality Microbiology — The manufacturing process
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B. Brief Description of Microbiology Deficiencies - None

C. Assessment of Risk Due to Microbiology Deficiencies - NA
II. Administrative

A. Reviewer's Signature

Vinayak B. Pawar, Ph.D.

B. Endorsement Block

James McVey, Ph.D.

C. CC Block
NA
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Vinayak Pawar
2/28/2006 03:51:08 PM
MICROBIOLOGIST

The application is recommended for approval from microbiology standpoint.

James McVey
3/1/2006 08:16:35 AM
MICROBIOLOGIST
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