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Rockwlle ‘MD: 26857

Andrew S. Krulwich
Benjamin B. Reed

Sarah E. Botha

Wiley Rein & Fielding LLP
1776 K Street, N.W.
Washmgton D.C. 20006

o ~  Re: Docket No. 2005P-0411/CP1

Dear Messrs. Kru1w1ch and Recd and Ms Botha

I am writing to inform you that the Food and Dmg Adrmmstrat!on i(FDA or Agency) has not yet

resolved the issues raised in your citizen petition submzttcd on 0
Wyeth. Your petmon requests that the: Agency take various a

6, 20()5 on behalf of
with respect to bio-identical

hormone rcplacement therapy drugs that are available frﬂm campeundmg pharmames

FDA has been unable to reach a demswn on your pctmcn bccau e it raises

requiring extensive review and analysxs by Agency officials. ‘This i _‘tenm rcsponse is provided in
accordance with FDA regulatlons on citizen petitions. (21 CFR 10.30( ,)(2)) We w111 rcspond to
your petition as soon as we have rcachcd a dCClSIOH on your rcquest

Smccrely‘,» sl
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