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Febmary 16, 1999

m. Cha=les J. COW=J Esq -
Pafiner
Cooper, Carrin & Rosenthal
1500 K Street, NW, Suite 200
Washington, DC 20005

Dear Mr. Cocper:
-. ..

This letter is in response to YCUE Febr~a=y If
1399 Le:zer to me and my colleagues in the wcmen’s
health and labcr communicy, in which you question
our motivation in writing to the Food and Drug
Adminisc= scion (FDA) ragarding Duramed’s estrcgens
product, Cenestin. Since our founding in 1899, ths
National Consumers League (NCL) has worked
tirelessly to protect consumers from unsafe food and
d=ugs, and we will continue to serve as a watchdog
for consumers in the new millennium.

1,1=~~elving your letts=f I was surprised that

you would question a consurmezorganization’s First
Amendrnenc rignc--incieedduty--to express ics
concerns co a federal cegulat~ry agency. In fact,

FDA makes a rsal eftorc to solicit the input of
consume= Organizations and other nonprofit ~rouPs--

ranging from conducting outrsach through its Offices
05 Consume= A2fai=s and Wcmen’s Health, to including
consumer and patient representatives on advisory
cmnittees, to seeking public comment on praposed
regulations, to requesting OUE participation as
panelists at FDA ccnfezences and programs.

With regard to your allegations, the League
stands behind our January 27, 1999 letter to Dr.
Woodcock. Contracy to ycur characterization of the

letter, it was not intended to disparage Durmed’s
estrogens prcduct, but rather to ensurs that the FDA---
rigorously enforces the sa:ecy and eztlcacy .
standards of the Food, Drug, and Cosmetic Act Ln
reviewing Du~amed’s NDA.
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Based on an appaxent lack of safety studies, NCL thought it..
entirely appropriate to cc=unicate~

ern that the agency

review Duramed’s data with a critical eYe. Of course, if

Duramed’s drug meets the re~ir=ents of the FD&C Act, then NCL
welcomes its approval as another option for the treatment of
vasomotor symptom.

Regarding your vi=w of NCL as a “pawn,” I deeply resent your
implication that the National Consumers League’s pos~tlons aze
‘influenced by anything other than our concern for the protection

of consumess. .LS che President of NCL, I assure you that the

League would ~ ccmpzomise oux principles, least of ail to
advancs some co.~crace inteusst.

Finally, I want co reitesace NCL’s long history of

involvement in the gene=ic Pce!!=in debats.
~t~ough the League

.- -4 our
is a strong sugportec of qene=ic d~~gs, we first reg;s~s.-
cmgosition to approval of genezic versions of Premar~n that did

not have the same active ingredient as the brand-nae product in

March, 1995. The League took this position because of OUZ

cmncern that drugs without the same components as Premarin could

not be known to have the same safety and efficacy profile-as the

innovator. NCL’S Janua=y 27, 1999 l~t~e~ to Dr. Woodcock iS

~~u~y a Contifluatiorl of our interest in ensuzing that ccnsu.mers

havi access to estrogen products that have been proven safe and

effective.

I hope this letter helps to clarify the pcsition of the
National Consumers League on this issue.

S’ cerel ,

4
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.&& a F. Go o ner
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Cc: c~dssioner Jane E. i?eIX%f, ~
Janet Woodczck, MD, Dizector, Centex for Drug Zvaluazion and i?esea=ti
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