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January 5, 2006

Division of Dockets Management

Food and Drug Administration

5630 Fishers I.ane, Room 1061 (HFA-305)
Rockville, Maryland 20852

Dear Sir or Madam:

My natne is Steven Pillow, M.D., and 1 have been practicing medicine as an
obstetrician/gynecologist for 21 years. Furthermore I have been prescribing bio-
identical hotmones for my patients for over 15 years. Bio-identical hormone
replacement therapy has been a tremendous comfort to some of my patients as it
alleviates many of their menopausal symptoms such as vasomotor symptoms as
well as sleep disturbances that are hormonal in nature as well as emotional
difficultics that are perimenopausal and postmenopausal in nature.

I consult with my patients and with their pharmacists to help design and prepare
bio-identical hormone therapy specifically for me, and my pharmacist prepares
them according to my direction.

1 individualize therapy for all of my patients and some are best servest by bio-
identical therapies rather than ofl-the-shelf medications.

Without this medication, some of my patients would suffer unnecessarily with
difficulties in their physical well being such as a resumption of night sweats,
insormnia, hot flushes and flashes during the daytime or nighttime, vaginal atrophy,
urogenital atrophy, urinary incontinence, and other emotional difficulties that may
affect their social and family lives as well as in the work place functioning.
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The berefit of bio-identical hormone replacement therapy is that it is designed for
individuals, and I am concerned that Wyatt Petition (docket # 2005P-0411) would
limit my ability to keep prescribing these individualized doses for my appropriately
selected patients. As a result, | believe the FDA should reject Wyatt’s Petition.

Sincerely submi ed,)

SEP/dw/dw
Doc#136494/Voice#126519

CC: George Warren, RPH
And
George Warren, Jt., RPH
710 North Bay Street
Eustis, Vlorida 32726



