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Lacks and Ger.t!eman:

I am counsel to Duramed Pharmaceuticals, Inc. (“Duramed”), and I am writing
to demand that You withdraw the fake statements concerning Duramed’s product,
Cenestin, set for’th in the letter submitted last week to Dr. Janet Woodcock of the Food
ad Dr’~g .Adrr~~istration (“FDA”) above your signatures. Tlte letter states that “the
saiet”,- of [Durarwd’s estrogens product] is unproven and u.nkr.owm,” and that ED.+
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‘ F- ~~ion~Of “A~ome-n to risnswhich he Food, Drug ZUIdcosmeticacz~orai “ma;; sucqe... .
-A.<: was intended to ararsct agaimt. ‘0 Th.e~e ~tatemen~ are false and hig:hiy prejudicial

.
tc :he reuu:ation of both I?uramed and its product, Moreover, the statements appear to
ha..”e been macie TA-ith,!<no;”:iedge of their falsity and to have been ir-cer,~ionall~;.
caIc.~Iated to visit sum:antia 1damage on Duramed and its product.

Durarned has submitted extensive evider.ce cie.momtiating the sa~ety and
e:----“:=.--iveness 0[ Cene5c-i7, that more Than satisfies T,ot only the re!e’:ant yovis’i~r.s 2: Y::
FGcd, DrJg & Cosmetic .\ct and the reqdatiom that the FDA has establisheti kr

*Le safet<~of ~1]~,er,vdrdgs, but &jo @.e specific trite.~~athat FDA .scientis&?ro’:ing .. . -
esta’biisheci for the app:cvd oi this pcrh”cwh iimg. In addition, Duramed has submitted
-’r~.. , ~rocuct che~kry, manufacfi~ing controfs, ar.d pharmacokinetic ‘oioavailabditv
da;; ~;picaii~

.
provided by N-DA spomors-

The iette: to Cr. J%”oodcock suggests it ‘Nouia somehow be improper fm the FDA
@ ~~:v.- upon safety data produced in studies dor.e on other estrogen re?kcement drugs.
The !etier ac.knowIecges ‘&at “FD.%, in reviewing NDAs, sometimes reIies on data
de~i’.ed from studies of a drug with the same active ingredient,” but claims that” this i.q
not :hat situation. ” The Ietter is simply wrong on this point. The ~-A. COmIIIO~Yrelies
CXT. st-ddies cior.e cr. ctk.er estngen ckss drugs k approvir.g new dr~gs, eve~. where.
the new drug does not contain precisely tile same combination of active estrogens. For
example, within the !as~ fe’,v months, the FD +. approved ActiveHe, estradiol patch, and
Le~:!i:e in re!iance upon sa~e~~studies done on a broad range of estrogen ciass drugs.
Thus, to the extent lkzned re!~ed upon studies demonstrating the safety of otfier

es~~.<kss drugs, s~~~,-. ..ellance i5 fully ~ ~eeplng with both the Ac: and

lor.~standing FDA. practice.

__.. - ----- —-, -- ----- - ..z —
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Dr. Woodco&’; 1997 mernor&’durn concluding that the Fb;~~-pprove
ar,: synthetic generic ~~~siGrL of premai.n at that time is not to the conhary. The
concision set forth in t$.e memorandum. was based entire!y on Y}’yeth-.Ayerst’s failure
to adequately characterize Premarin. Specifically, Dr. Woodcock was concerned that
arc ther ingredient occurring naturaHy in the urine of pregnant mares (and her.ce in
Fkemarin) might be ar. active ingredient of Piemar:n, and that possibili~ preciuded
=F~i~\”al of generic s-.”nthetic versions of the drug. The acti~-e ingredients of Cenestin
~r~ ~re5ent in l~e ~our,ts in premann. In addition, nothing in Dr. L%.oodcock’s
mer.oraxdu.rn called ir.to question the practice of considering studies done on estrogen
c!a5s cinugs k evaluating the safe~ of a r.e’.v estrogen replacement drug.

..— ---
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Cocpq Cm-vin & Rosenthal

.Aithough :he letter submitted under you: sie~atures did not a?peai to chaiIenge
the ei%ctiveness of Cenestin, I would be remiss ii I did not point out chat the chical
cia:a 9uramed has submitted to the FDA demonstrates beyond 311 question the
effectiveness of Cenestin in treating vasomotor 5Ymptoms in rnenopa’usa! ‘rvomen..

FVe are aware that the [etter submitted to Dr. Woodcock was prepared by Wyeth-
A:;2:s:’s lobbyists, ? ore-man, Heidepriem & I+lager, kc. We are also aware that the
le~ar was distributed by the Foreman firm to a significant number of citiferent
organizations, Yost of ‘~hich do not appear to have the expertise to ir.deper.der.:iy
e’:si’:ate the tec.kmical and ie~latoq: issues so ceiinitively addressed by the Foreman
ker .A number of organization dedicated to serving women’s interests did not sign
t~~ ie~ero Tho,s~ ~rg~zatio~ that idusec to ser’;e as wyeth-A~ers:’~ pa’~s ~~ifi

cor.:muing ca.m~aign to preserze its xnonoFoiy over estrogen replacement drugs have
f~.ii~ied &eir ~~5sion of acr~anc~g women’s ~~al~h. It is our hope that yCU signatures

cn the letter to Dr. Woodcock mereIy reflect your unmltical acceptance of Wyeth-
.h.~erst’5 f~se c~ai-mthat Dur~ed h= not proven the safevj of Cenestin. :~OW that the. -
recGici is dear, “w-ebeIieT/eLhat you wfl want to - and in fact you have a duty to -
w“ithuraw the erroneous s’ete.ments ‘hat have been made to the FD -Ain your names.

FinalI::, 1~-emust be c!ear on one point. IMramed wiII not tolerate the public
dissemination of statements falsely impugni.v.g tb,e safetyyof its products. Such
s:a re-ments are actionable, and Duramed w-ill not hesitate to take whatever actions are
necessary to defend its rights.

Sinc2reiyr

______ _-.
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Charle+ . Cco~er

Jane E. Henney, M.D.
Janet \\’cudcock, hf.D.
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