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From: Smith, Michael {CBER)

Sent: Monday, February 08, 2010 1:58 PM
To: 'Love Jack'; Devlin Carmel

Cc: vaillancourt, Julienne

Subject: RE: Revised CMC PMC's

Jack and Camel,

| attached the revised CMC PMC's, please review this list and contact us if you identify anything
requiring clarification. We reguest that you submit an amendment to your BLA with your written
agreement to fulfill these commitments, each of which should be stated individually.

Thanks,
Mike

- There is a MS Word verston attached to the PDF version.

Prevnar 13 CMC
PMC's 2-8-10 fi...

Mike Smith. Ph.D.

Licutenant Conunander (1.CDR). ULS. Public Tealth Service
Reputlalary Project Manager

Division of Vaceines and Related Products Applications
OfTice of Vaceines Research and Review

Center lor Biologics Lvaluation and Rescarch

1.8, Food and Drug Administzation

Phone: 301-827-9047
BH: 240-839-0823
lax: 301-827-35332
E-mail: michiaclsmith2ddidalihs.gov

‘THIS MESSAGI: IS INTENDED ONLY FOR THIE USE OF THE PARTY TO WHOM IT 1S
ADDRESSED AND MAY CONTAIN INFORMATION THAT 1S PRIVILEGED, CONFIDENTIAL,
AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are nol the addressee, or a person
authorized to deliver the document to the addressce, you are hereby notified (hat any review. disclosure,
disscminalion, copying, or other action based on the content of this communication is not authorized. If
you have received this document in error, please immediately nolify the sender immediately by e-mail or
phone.
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MEMORANDUM
Date: February 8, 2010
To: Jack Love, Ph.D, Assistant Vice President,
Vaccine Regulatory Affairs,
Wyeth Pharmaceuticals Inc
Carmel Devlin, Director,
Vaccine Regulatory Affairs,
Wyeth Pharmaceuticals Inc.
From: Mike Smith, Ph.D., Regulatory Project Manager,

Division of Vaccines and Related Products Applications (DVRPA),
Office of Vaccines and Research and Review (OVRR)

Julienne Vaillancourt, R.Ph., M.P.H., BLA Chair
DVRPA, OVRR

Subject: BLA 125324: Revised CMC Postmarketing Commitments

Ce:

Norman Baylor, Ph.D., Director, OVRR

Marion Gruber, Ph.D., Deputy Director, OVRR

Philip Krause, M.D., Associate Director for Medical Policy and Vaccine
Safety

Erik Henchal, Ph.D., Associate Director for Management and Scientific
Affairs

John Cipollo, Ph.D., Primary CMC Reviewer, Laboratory of Bacterial
Polysaccharides (LBP), Division of Bacterial, Parasitic and
Allergenic Products (DBPAP), OVRR

Willie Vann, Ph.D., CMC Reviewer and Chief, LBP, DBPAP

Milan Blake, Ph.D., Director DBPAP, OVRR

Rajesh Gupta, Ph.D., Deputy Director, Division of Product Quality
(DPQ), OVRR

William McCormick, Ph.D., Director, DPQ, OVRR

Tina Roecklein, Regulatory Coordinator, DBPAP




Karen Campbell, Regulatory Coordinator, DPQ

CMC Post Marketing Commitments for Prevnar 13

Provided below is a revised list of the expected CMC postmarketing commitments, based
on the January 22, 2010, face-to-face meeting with you, pending licensure of Prevnar 13.

Please review this list and contact us, if you identify anything requiring clarification. We
request that you submit an amendment to your BLA with your written agreement (o fulfill
these commitments, each of which should be stated individually.







