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Hi Nadine, we have the following requests for information:

1) Please confirm that the data you to us for the Post-marketing Safety Update Report
(SUR) was generated as part of a pharmacovigilance plan with the EU & Japan.

2) Please state the specific countries this data was generated in and the number of
prescriptions for this product written in each of these countries.

Matthew Steele, PhD

LCDR, US Public Health Service
Team Leader, RRB-1
FDA/CBER/OVRR/DVRPA
Phone: (301)796-2640

Fax: (301)402-0004

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 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 received this
document in error, please immediately notify the sender by e-mail or phone.
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