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A.

Product Quality Microbiology Data Sheet

1. TYPE OF SUBMISSION: New Drug Application

2. SUBMISSION PROVIDES FOR: New drug product

3. MANUFACTURING SITE:
The Feinstein Institute for Medical Research
Cyclotron/Radiochemistry
North Shore-L1J Health System
350 Community Drive
Manhasset, NY 11030

4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY:
e Sterile solution in a 20 mL multiple-dose glass vial

e Intravenous injection
e 3.75-37.5 mCi/mL (30-300 mCi in 8 mL)

5. METHOD(S) OF STERILIZATION: ™M«

6. PHARMACOLOGICAL CATEGORY: Positron emission tomography
products (PET)

SUPPORTING/RELATED DOCUMENTS:

e Microbiology Review #1 of NDA 21-870 (dated 02-AUG-2005); another PET
product application for the same applicant, FDG, was reviewed and
recommended for approval.

REMARKS: This is a non-CTD electronic submission. A desk copy was also
provided. The PAL assessment in DFS does not indicate any major issues in this

application that would pose risk to the safety and/or quality of the product.

A facsimile was sent to the applicant requesting the following:

— should simulate the manufacturing process as closely as possible
including all production steps in the — =
—— . In addition, SOP NH3V011 should address in more detail
the actions taken following a, ———— An investigation should be

initiated to identify the cause of the” — —
~ " and appropriate actions taken - —

A BI amendment was submitted on March 6, 2007. The applicant’s response has
been incorporated in the relevant section of the review.
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Executive Summary

1. Recommendations

A. Recommendation on Approvability — Recommended for
approval based on product quality microbiology

B. Recommendations on Phase 4 Commitments and/or
Agreements, if Approvable — N/A

II. Summary of Microbiology Assessments

A. Brief Déscription of the Manufacturing Processes that relate to
Product Quality Microbiology —

B. Brief Description of Microbiology Deficiencies — None
C. Assessment of Risk Due to Microbiology Deficiencies — N/A

111 Administrative

A. . Reviewer's Signature

Anastasia G. Lolas

B. Endorsement Block
James L. McVey

C. CC Block
N/A
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