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To Whom It May Con‘c?erri' |
The N at:onal Women s Law Center is a. non~prof1t orgamzauon that has been
-working since 1972 to advanqe and protect women’s legal rights. The Center focuses
~on major pohcv areas of importance to women and thei ilies, which, in addition
to women’s health, includes economic security, education and employment with
specxal attennon g1ven to the COncems of 1ow-1ncome,w0 "n ~

Since its. mcep’aon over 30 years. ago the Center has looked tothe FDAto -
pretect women’s health, both by assuring that dmgs and devices of importance to
women are subject to approprlate regulatory action that is science-based, and that
women are prov1ded with the 1nformatlon needed for them to make mformed
decisions. : ,

Last November, theAmencam College of Obstetricians and Gyneco]ogmts ‘
(ACOQG) released a Comnﬁttee G)m on from its Committee on’ Gynecologxc Practice
raising concerns about « compqun“ ioidentical hormones, described by ACOG as -
plant-derived hormones that are b1ochemlcally sxmﬁar or ldenncal to those produced
by the ovary or body. ! :

Accordmg to the ACOG Comrmttee Opmion “Given the lack of well-
designed and well-conducted clinical trials of these alte ve theraples compounded
hormone products should be cuns1dered to: have the sam safety issues as those
associated with hormone therapy agents that are appmved y the FDA. They also

~may have additional risks mtr;mxc to compoundmg » Moreover, the ACOG
Committee Opmlon found “there i is no scientific evidenc suppon claims of -
increased efflcacy or safety for 1nd1 Vldua]wed estrogeu; or progestcrone regimens.”

200SP-odil cvz,o\

! “Compounded Bloldenucal Hormmnes,’f AC'OG Commxttee Opmaon No. 322 Obstemc,s &
Gynecology, 106: 1139—40 (November 2005)

With the law on your side, great things are possrble ; ) ‘
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Amplifying on these 1mpoﬂant wnclusxons the Committee Opinion stated

“most compounded products have not undergone any rigorous chmcal testing for
either safety or efficacy, and issues of quality assurance regardmg the purity, potency,
and quality of compounded products are a concern.” ‘The Committee Opinion pointed
to the studies conducted by FDA itself as long ago as 2001, fmdmg that “34% of the
compounded products tested failed one or more standard quality tests performed.”
Also troubling, the Committee Opmlon stated that “hormone therapy does not belong
to a class of drugs with an indication for 1nd1v1duahzed dosmg ” Finally, the
Committee Opinion pointed to the FDA. requirements of a black box warning and
package insert information that manufacturers of estrogen’and progestogen products
must meet, which reflect the fmdmgs of the Women’s Health Initiative. But such
warnings and mformatlon are not currently requxred for these compounded products

On October 6, 2005 Wyoth flled a citizen petition with the FDA requesting
the FDA to take a series of actions to address the growing problems of the type
 identified by ACOG related to the manufacture and marketing of “bio-identical
hormone replacement theraplcs” (BHRT). The petition also described troubling
- claims, in conflict with ACOG s findings, ‘made to the pubhc about the safety and
efficacy of these products ~

The FDA has a W1de range of regulatory tOOlb avaﬁable to pri otect women’s
health and safety, and to ensure that they are given needed information on BHRT.
The National Women's Law Center urges the FDA to address this serious health
concern promptly, and to exermse 1ts full authority to ensure that women are
protected under all relevant prowsmns of the Federal Food Drug and Cosmetic Act
and FDA regulations. The women of th:s country, whose health is on the line, deserve
no less.

Sincerely,
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Marcia D. Greenberger ‘
Co—Premdent ' '

~cc: - Jane A. Axelrod Dxrec‘tor Office of Regulatory Pohcy

Sheldon T. Bradshaw, Chief Counsel, Office of the Chief Counsel
David J. Horowitz, Director, Office of Comphance :

Kathleen Uhl, Director, Office on Women’s Health
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