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Product Quality Microbiology Data Sheet

A. 1. TYPE OF SUBMISSION: Original NDA

2. SUBMISSION PROVIDES FOR: A new drug product.

3. MANUFACTURING STTE-

r )
- =
4. DOSAGE FORM, ROUTE OF ADMINISTRATION AND
STRENGTH/POTENCY:

Solid, oral tablet.
S. METHOD(S) OF STERILIZATION: Not applicable.
6. PHARMACOLOGICAL CATEGORY: Info not provided.
B. SUPPORTING/RELATED DOCUMENTS: None.

C. REMARKS:

The consult request was made by the reviewing chemist. No paper jackets

were provided for review. Information in the EDR was limited and did
not include applicant cover letters or a 356h form. The consult request
form contained information regarding the tablet manufacturing process
and a rationale proposed by the applicant for not performing aerobic

bacterial limits testing. The consult request poses the following questions:

Is it appropriate for the applicant to not test for “aerobic
bacterial limits™? If not, what information should they
provide to assure the microbial quality of the finished drug
product?
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Executive Summary

I. Recommendations

A. Recommendation on Approvability —- NDA 22-052 is
approvable from the standpoint of product quality
microbiology.

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

1L Summary of Microbiology Assessments
A. Brief Description of the Manufacturing Processes that
relate to Product Quality Microbiology — 7 ===~
. - S 1
L ot

B. Brief Description of Microbiology Deficiencies — The
applicant has not provided a sufficient rationale for not
performing aerobic bacterial limits testing on every batch
of drug product.

C. Assessment of Risk Due to Microbiology Deficiencies —
Not performing aerobic bacterial count testing of the drug
product may result in a drug product which is contaminated
with microorganisms.

I11. Administrative

A. Reviewer's Signature

John W. Metcalfe, Ph.D.

B. Endorsement Block
Stephen Langille, Ph.D.

C. CC Block
[n DFS
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