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Ladies and Gentleman:

[ am counsel to Duramed Pharmaceuticals, Inc. (“Duramed”), and [ am writing
to demand that vou withdraw the false statements concerning Duramed'’s product,
Cenesnn, set forth in the letter submitted last week to Dr. Janet Woodcock of the Food
and Drug Administration (“FDA") above your signatures. The letter states that “the
safety of [Dur~r'*ed s estrogens product] is unproven and unknown.” and that FDA
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agsroval “may subject millions of women to risks which the Food, Drug and Cosmetic
.'-\.-- was intended to orotact against.” These staterments are false and highly prejudicial

:he repuzation of sotk Duramed and its product. Moreover, the statements appear tc
ka2 been made with knowledge of their falsity and to have beer intentionally
calc:lated to visit substaniial damage on Duramed and its product.

Duramed has submitted extensive evidence demonstrating ‘he safety and
efizcriveness of Cenestin that more than satisfies not only the relevant provisizons <t ifi2
Focd, Drug & Cosmefic Act and the regulations that the FDA has estaohs‘nef' rcr
proving the safety of all new drugs, but also the specific criteria that FDA scientists
eskaoushed for the aporoval of this particudar drug. In addition, Duramed has submitted
he crocduct chemisiry, manufacturing controls, and pharmacokinetic © tioavailability

da :a tvpicaily provided by NDA sponscrs.

The letter to Dr. Woodcock suggests it would somehow be improger for the FDA
tc relv upon safety data produced in stucies dore on other estrogen replacement drugs.
The 'etter acknowledges that “FD A, in reviewing NDAs, sometimes relies on data
derived from stucues ofa drug with the same active ingredient,” but claims that “this is
not -hat situation.” The letter is simply wrong on this point. The FD A comumonly relies
upen studies done on other estrogen class drugs in approving new drags, even where
the new drug does not contain preczse‘v the same combination of active estrogens. For
example, within the last few months, the FD A approved Activelle, estradiol patch and
Levlite in reliance upon safetv studies done on a broad range of estzogen class drugs.
Thus, to the extent Duram‘eﬁ‘“rmpon studies demonstrating the :afcw of other
estrogen class drugs, such reliance is fully in keeping with both the Actand
longstanding FD A practice.

~ Br Woodcoek’s 1957 mernorandum concluding that the FDA could not approve
an+ svnthetic generic version of Premarin at that time is not to the contzary. The
conclusion set forth in the memorandum was based entirely on Wyeth-Ayerst’s failure
to adequately characterize Premarin. Specifically, Dr. Woodcock was concerned that
ancther ingredient occumng naturally in the urine of pregnant mares (and hence in
P-emarm) might be ar active ingredient of Premarin, and that possibility preciuded

aporoval of generic svnthetic versions of the drug. The active ingredients of Cenestin
are present in like amounts in Premarin. In addition, nothing in Dr. Woodcocek's
mermorandum called into question the practice of considering studies done on estrogen -
class drugs in evaluating the safety of a new estrogen replacement drug.
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Although the letter submitted under your signatures did not appear to challenge
the ¢ffectiveness of Cenestin, I would be remiss if [ did not point out chat the clirical
da-a Duramed has submitted to the FDA demonstrates beyond all question the
efizctiveness of Canestin in treating vasomotor symptoms in menopausal women.

We are aware that the letter submitted to Dr. Woodcock was prepared by Wyeth-
Ayerst's lobbvists, Foreman, Heidepriem & Mager, Inc. We are also aware that the
lem2r was distributed by the Foreman firm *o a significant number of different
organizations, most of which do not appear to have the expertise to independentiy
evaiuate the technical and regulatory issues sc definitively addressed by the Foreman
leer. A number of organizations dedicated to serving women's interests did not sign
ths jetter. Those organizations that refused to serve as Wyeth-Ayerst’s pawns in its
connnuing campaign to preserve its monoroiv over estrogen replacement drugs have
fulfilled their mission of advancing women's health. It is our hope that your signaturas
cn the letter to Dr. Woodcock merely reflect vour uncritical acceptance of Wyeth-
Averst’s false claim that Duramed has not proven the safety of Cenestin. Now that the
record is clear, we believe that you will want to - and in fact vou have a duty to -
withdraw the erroneous statements that have been made to the FDA in your names.

Finallv, we must be clear on one point. Duramed will not tolerate the public
issernination of statements falsely impugning the safety of its products. Such
starements are actionable, and Duramed will not hesitate to take whatever actions are
necessary to defend its rights.

Sincerely,

————

Charlesé Cooper

cc:  Jane E. Henney, M.D.
Janet Woodcock, M.D.
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