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Telecon Body:

From: Baldwin, Brenda

Sent: Thursday, October 29, 2015 7:52 PM

To: GADRE, MAYURESH (mayuresh.gadre@novartis.com)
Cc: Garnett, Theodore

Subject: BLA 125510 Fluad PMRs

Hi Mayuresh,

Attached is our identification of postmarketing requirements for Fluad.
Reference is made to the protocol for the Fluad confirmatory efficacy trial in
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adults 65 years of age and older submitted to IND (b) (4). Reference is also
made to the agreed Pediatric Study Plans (PSPs) and to the protocols for the
two Fluad trials in children 6 to < 72 months of age submitted to IND 14368
and/or (b) (4) Please note that the trials in children 0 to < 9 years of age have
been changed to a deferral as we have determined that the planned trials with
Fluad (quadrivalent) will satisfy the requirement for an assessment of safety
and effectiveness of Fluad in this pediatric sub-population.

Your commitment to these PMRs will need to be provided officially as an
amendment to the BLA by no later than November 6, 2015.

Regards,
Brenda

Dr. Brenda R. Baldwin

Food and Drug Administration/CBER/OVRR/DVRPA
10903 New Hampshire Ave., WO71-3020

Silver Spring, MD 20993-0002

Tel: 301-796-2640
Fax: 301-595-1244

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the document to the
addressee, you are hereby notified that any review, disclosure, dissemination, copying, or other action
based on the content of this communication is not authorized. If you have received this document in
error, please notify the sender immediately by e-mail or phone.
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