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Hi Mayuresh,

As discussed yesterday:

We have determined that Section 8.1 (Pregnancy) needs to be part of the

label. Because the BLA was submitted prior to the PLLR final rule (79 FR 72064,
published December 4, 2014) we will either give Section 8.1, a pregnancy
category B or C. We are aware that you have performed a Reproductive and
Developmental Toxicity Study with FLUAD (AB09779) and a report has been
prepared. You can submit this final report to the BLA for us to consider a
pregnancy category B, or alternatively if you choose to not provide the report, we
will use the pregnancy category C. If you will be providing the report to the BLA,
we will need to receive it in the next couple of weeks. Please respond.

The Late Cycle Meeting between CBER and Novartis has been scheduled for
September 3, 2015 from 2:30 to 4 pm. If you would like to include any items in
the agenda for this meeting, please inform us by September 1, 2015.

Regards,

Brenda
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