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Dewey, Maureen

From:
"t:

Pincock, Laura
Monday, August 31,200912:00 PM
Korvick, Joyce A
Dewey, Maureen; Everett, Kristen; Toyer, Denise P; Holquist, Carol A
RE: proprietary name review for METOZOLV ODT

\iC:
Subject:

Hi Joyce,

Since we are not much over the 90 day timeframe for a re-review and given your wish to approve this
week, DMEPA does not need to perform another pre-action review at this time.

Thank you for checking with us.

Regards,

-Laura

VIR,

Laura L. Pincock, R.Ph., Pharm.D.
Commander, U. S. Public Health Service

'ting Team Leader/Drug Safety Evaluator

(301-796-0522
*Iaura. pincock~fda. hhs.gov

THIS MESSAGE is INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED
AND MAY CONTAIN INFORMATION THAT IS PREDECISIONAL, PRIVILEGED, CONFIDENTIAL,

AND PROTECTED FROM DISCLOSURE UNDER LAW.

If you are not the named addressee, or if this message has been addressed to you in error, you
are directed not to read, disclose, reproduce, disseminate, or otherwise use this transmission.

If you have received this document in error, please immediately notify me by email or
telephone.

Korvick, Joyce A
Sunday, August 30,20091:54 PM
Pincock, Laura
Dewey, Maureen; Everett, Kristen; Toyer, Denise P
proprietary name review for METOZOLV!
High

From:
Sent:
To:
Cc:
Subject:
Importnce:

HI Laura,

I was just reviewing all the documents in order to approve this drug this week, and the last proprietary name review I found
was dated 5/4/2009. The standard sentence is that we can approve within 90 days.......

, if I calculate this then 90 days was August 4th!

Can you help us with this again, as you see we are now entering the first week of September. You may have a more
recent document? If not, please advise.

1




