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PLAINTIFES’ COMPLAINT

NOW COMES Pilaintiffs Elien Deutsch and David N. Deutsch, husband and wife, by
and through their attorneys, and complaining agamst the Defendants: Wyeth Pharmaceuticals,
Inc., Wyeth, Inc. (collectively “Wyeth Defendants™); and Pharmacia & Upjohn Inc., Pfizer, Inc.,
{collectively “Pfizer Defendants”), Jane Does Distributors (1-50), Jill Does Manufacturers (1-
50), Jack Does Wholesalers (1-50), Jake Does Sellers (1-50), John Does Marketers (1-50), Joan
Does Formulators (1-50), Jim Does Healthcare Providers (1-50), Jean Does (1-30), (collectively
“Doe Defendants™), as follows:

I_PARTIES

I Plamtiff Ellen Deutsch is a resident of the State of New Jersey residing at 20
Wingate Drive, Livingston, New Jersey 07039, Plaintiff ingested the Defendants’ Hormone
Therapy Products Premarin and Provera from 1995 until 1997 and Prempro from 1997 until

2002. Plaintiff’s pathology report showing a diagnosis of breast cancer was made on April 30,



2002, Plamtiff has suffered permanent disfigurement, pain, suffering and other damages as a
result of her injuries.

2, Plaintiff, David N. Deutsch, is a resident of the State of New Jersey residing at 20
Wingate Drive, Livingston, New Jersey 07039, hereinafter referred to as “Plaintiff Spouse”.

3. Defendant Wyeth. Inc., is a Delaware corporation headquartered and with a
principal place of business at 5 Giralda Farms, Madison, New Jersey. At all times relevant
hereto, Wyeth, Inc., was engaged in, iwfer alia, the business of testing, manufacturing, labeling,
marketing, distributing, promoting, and selling Hormone Therapy Products, including Premarin,
Prempro, Premphase, and medroxyprogesterone acetate ("MPA”) (hereinafler referred to
“Hormeone Therapy Products”). The authorized service agent for Wyeth, Inc., is Prentice Hall
Corp. Systems, 830 Bear Tavern Road, Trenton, New Jersey 08628, Wyeth Pharmaceuticals,
Ine. and Wyeth, Inc. are referred {o herein as the “Wyeth Defendants.”

4, Defendant Wyeth Pharmaceuticals, Inc., is a Delaware corporation with a
principal place of business at 500 Arcola Drive Collegeville, Pennsylvania, duly authorized to
conduct/transact and do business in the State of New Jersey. At all times relevant hereto, Wyeth
Pharmaceuticals, Inc.. was engaged in, infer alia, the business of testing, manufacturing, labeling,
marketing, distributing, promoting, and selling Hormone Therapy Products, including Premarin,
Prempro, Premphase, and medroxyprogesterone acetate (hereinafier referred to “Hormone
Therapy Products™). The authorized service agent for Wyeth Pharmaceuticals, Inc. is
Corporation Service Company, 2704 Commerce Drive, Harrisburg, PA 17110,

5. Defendant Pfizer Inc. is a Delaware corporation headquartered and with a

principal place of business at 233 East 42id Street, New York, New York, duly authorized to



conduct/transact and do business in the State of New Jersey. At all times relevant hereto, Pfizer
Inc. was engaged in, iwfer afia, the business of testing, manufacturing, labeling, marketing,
distributing, promoting, and selling Hormone Therapy Products, including medroxyprogesterone
acetate (“MPA™) under the brand name of Provera (hereinafter referred to “Hormone Therapy
Products”). The authorized service agent for Pfizer Inc. is CT Corporation System, 111 Eighth
Avenue, New York, NY 10011, Pfizer Inc. and Pharmacia & Upjohn Company are referred to
herein as the “Pfizer Defendants.”

6. Defendant Pharmacia & Upjohn Company, is a Delaware corporation
headquartered and with a principal place of business at 100 Route 206 North, Peapack, New
Jersey, duly authorized to conduct/transact and do business in the State of New Jersey. At all
times relevant hereto, Pharmacia & Upjohn, Inc., was engaged in, imrer alia, the business of
testing, manufacturing, labeling, marketing, distributing, promoting, and selling Hormone
Therapy Products, including medroxyprogesterone acetate under the brand name of Provera
(hereinafler referred to “Hormone Therapy Products™). The authorized service agent for
Pharmacia & Upjohn Company is Corporation Trust Company, 820 Bear Tavern Road, Trenton,
New Jersey 08628.

7. At all times relevant hereto, defendants Jane Does Distributors (1-50) (hereinafter
“distributor defendant "), Jill Does Manufacturers (1-50) thereinafier “manufacturer
defendant”}, Jack Does Wholesalers (1-50) (hereinafier “wholesaler defendant™), Jake Does
Sellers (1-50) (hereinafter “seller defendant "), John Does Marketers (1-50) (hereinafier

“marketer defendant”}, Joan Does Formulators (1-50} (hereinafier “formulator defendant”') are



fictitious entities who manufactured, marketed, distributed and/or promoted and/or sold the
Hormone Therapy Products.

&. Defendant, Jim Does Healthcare Providers (1-50} (hereinafter “healthcare
defendant ') are fictitious healthcare providers including, but not limited to, physicians,
pharmacies, healthcare facilities, and clinics, who at all times relevant hereto either promoted the
use of, distributed or otherwise supplied and/or prescribed to Plaintiff{s) and otherwise made
avatlable Hormone Therapy Products to consumers.

9, Defendant, Jean Does (1-50), by and through its subsidiartes, are presently
unknown individuals, entities and/or corporations who were involved, in any manner, with

Hormone Therapy Products.

II, FACTUAL BACKGROUND

10, Since the first estrogen pill, Premarin, was introduced in 1942, makers of
synthetic sex hormones, a/k/a. hormone “replacement” therapy or Hormone Therapy Products,
have made claims for these drugs that were never backed by scientific evidence, Early
advertising promoted by drug-makers o persuade doctors to prescribe synthetic hormone
treatments were a blend of homespun medical wisdom and paternalism, playing on older
wormen’s fears. As this excerpt from a 1972 film by Ayerst (defendant Wyeth’s predecessor)
touts:

The physical alterations that are associated with the menopause
may induce emotional changes. When a woman develops hot
flashes, sweats, wrinkles on her face, she is quite concerned that

she is losing her youth -~ that she may indeed be losing her
husband.



il The recent and largest study of menopausal women ever conducted, the Million
Women Study in the United Kingdom, found a doubling of the overall rate of breast cancer in
current users of synthetic hormone drugs. The authors calculated that post menopausal use of
synthetic hormone drugs had caused an excess of 20,000 breast cancers in the UK. alone in the
last ten years. The US population of postmenopsusal women using Hormone Therapy Products
is approximately five times larger, meaning that Hormone Therapy Products have caused at least
100,000 unnecessary breast cancers in the U.S. in the last ten years. Importantly, these figures
are limited to women under age 65. Thousands of additional unnecessary breast cancer cases
were caused in older women, as weil.

12. Hormone “Replacement” Therapy (“HT” or "HRT”) most commonly refers to the
combination of both conjugated estrogens (estrogen) and progesterone {progestin). Estrogen
used alone is sometimes known as Estrogen “Replacement™ Therapy, ("ET” or “ERT”) estrogen
alone, or estrogen unopposed. HT and BT are prescription therapies provided to women during
and after menopause. HT 1s prescribed to women who have made the natural transition to
menopause through the aging process. ET is prescribed to women who have had a surgical
menopause through hysterectomy. In general, hormone therapy is an umbrelia term that is used
to refer to ether the use of combination hormone therapy (that is, estrogen and progesterone) or
to the use of estrogen alone.

13, Menopause is the cessation of menstruation caused by declining levels of estrogen
and progesterone. It és a natural phenomenon -- a page of the female reproductive aging process -
- not a disease. Symptoms, which vary in severity from woman to woman, may include hot

flashes. chills, vaginal dryness, headache and irritability. Adverse consequences of the drop in



estrogen Jevels which begin with menopause and continue after menopause include, infer alia,
vaginal atrophy and dryness, an increase in LDL cholesterol levels, and a decrease in bone
density with resultant increased risk of osteoporosis.

14, Menopause is a major issue in the lives of millions of women. Natural
menopause comes at a time when women are relatively young at an average of 51 (usually
between 46 and 62) when mest American women five to an average age of 80, As a result, the
consequences of menopause are felf for years after the menopause begins.

15, There are an estimated 50 million post-menopausal women in the United States.
In July 2002, approximately 38% of postmenopausal women in the United States used estrogen
or hormone replacement therapy, including approximately six million American women who
were taking Prempro.

16. The svmptoms and consequences of menopause have been described in scientific
literature since the late 1800s, and by the turn of the 20 century, the search of an aid to alleviate
thern was widely pursued.

17, The FDA originally approved Premarin only to relieve menopausal symptoms,
such as hot flashes and vaginal atrophy, Wyeth and Phizer, however, have long touted alleged
additional benefits of their Hormone Therapy Products beyond those specifically approved by the
FI3A,

18.  Inthe 1960, Wyeth's Premarin promotional materials used articles and books
written by Dr. Robert Wilson, a Brooklyn, New York, gynecologist. In a 1962 article which
appeared in the Journal of the American Medical Association (JAMA), Dr. Wilson claimed that

taking estrogen during menopause reduced breast and genital cancers. In 1966, Dr. Wilson wrote



his bestselier book entitled Feminine Forever. In it, Dr. Wilson recommended estrogen as the
“cure” for “the tragedy of mencpause,” He argued that women who use the drugs “will be much
more pleasant to live with and will not become dull and unatiractive.” In writing about the
menopause condition. which he termed the “deficiency disease,” Dr. Wilson wrote that “aside
from keeping a woman sexually attractive and potent . . . estrogen preserves the strength of her
bones, the glow of her skin, the gloss of her hair . . . Estrogen makes women adaptable,
even-tempered, and generally easy to live with.,” Dr. Wilson also again asserted that estrogen
prevented breast and genital cancers, such as endometrial cancer (i e., cancer of the uterine
lining).

19, The FDA later said that Dr. Wilson’s recommendations went beyond the approved
use for hormone therapy and that it would no longer accept his data. However, soon after the
publication of Dr. Wilson's book, ti}ﬁ: Wyeth Defendants’ sales force began to distribute the book
to physicians throughout the country. The Wyeth Defendants poured thousands of dollars into
Dr. Wilson’s research. The Wyeth Defendants ran ads in medical journals that read: “Treat her
with Premarin. Keep her on Premarin,” Following Dr. Wilson’s publications, sales of Premarin
quadrupled. By the mid-1970s more than 30 million prescriptions for Premarin were being
written every year, eventually making it the fifth most frequently prescribed drug in the United
States.

200 In 1973, an article appearing in Harper's Bazaar claimed, “There doesn’t seem to
be a sexy thing estrogen can’t and won’t do to keep you flirtatiously feminine for the rest of your
days . ... areal package deal that spruces up your vagina . . . Prevalent medical opinion is that

the safety and benefits of ERT have been convineingly demonstrated.”



21, Ina print advertisement that the Wyeth Defendants published in the October 13,
1975, edition of JAMA, the Wyeth Defendants claimed that “tension, irritability, headaches,
undue fatigue, depression and insomnia,” when caused by dechining menopausal estrogen levels,
may be relieved with Premarin. Additionally, at the top of the advertisement, in large print,
Wyeth advised doctors, “Almost any tranguilizer might calm her down . . . but at her age,
estrogen may be what she really needs.”

22, But the “safety and benefits” of Premarin were case in doubt following a 1976
study published in the New England Journal of Medicine evidencing a causal relationship
between estrogen and endometrial cancer. Sales plummeted as physicians stopped prescribing
Premarin for women except to those who had hysferectomies and therefore were not at risk for
endometrial cancer.

23, A 1980 medical article suggested a solution. Dr, Don Gambrell, a reproductive
endocrinologist, reported in the journal Obsiefrics and Gynecology that adding progestin to
estrogen led to a decline in endometrial cancer. Defendants thus produced and marketed
progestin {f e, synthetic progesterone or medroxyprogesterone acetate) as an adjunct to Premarin
estrogen hormone therapy to protect against the risk of endometrial cancer. Pfizer’s brand name
Provera was the leading medroxyprogesterone acetate product sold in the 1980's and 1990's,

24, The Defendants have manufactured, marketed, and distributed
medroxyprogesterone acetate for use in combination with Premarin under trademarked brand
names such as Provera and Cycrin,

25, In 19835, the Detendants developed a new campaign for the marketing of Iéonnonc

Therapy Products: claiming that the drugs could help prevent bone loss. The Wyeth Defendants



hired a public relations firm to create public awareness of osteoporosis and learned that 77% of
women never heard of osteoporosis. As a result, the Wyeth Defendants’ public relations
campaign sought to tell women that osteoporosis is a devastating disease and that its estrogen
drug, Premarin, could treat it. Soon, their public relations campaign created support for a
National Osteoporosis Week and eventually, a National Osteoporosis Foundation (1o which the
Wyeth Defendants contributed).

26, The Defendants also sought to claim that Hormone Therapy Products, such as
Premarin, could prevent cardiovascular disease. The Wyeth Defendants asserted that a 1985
Nurses Health Study proved that hormone therapy prevented cardiovascular disease. The
Defendants’ hormone therapy promotion and marketing efforts overstated the conclusions of the
Nurses Health Study, Researchers were still uncertain of the final assessment of the benefits and
risks of hormone therapy. For instance, the Nurses Health Study was significant in size, but it
was not a randomized study where participant results are compared between drug users and
participants using placebe, the type of study considered the gold standard in medical research.
Moreover, the participants in the Nurses Health Study were educated and compliant “patients”
(actually nurses) who were more keenly aware of their health conditions and at a lower risk for
heart disease regardiess of hormone therapy.

27. By claining (as the Wyeth Defendants did) that Hormone Therapy Products
prevent the biggest killer of all, cardiovascular disease, in addition to osteoporosis, Premarin
could be promoted as recommended treatment for all women, regardless of whether they were
experiencing menopause. As a result of the Wyeth Defendants efforts to generate and promote

research that supported the conclusion that hormone therapy protected women’s cardiovascular

10



system, between 1990 and 1995 Premarin became the most frequently dispensed prescription
drug in the United States.

28. The Defendants continued to heavily market hormone therapy to consumers while
making overreaching claims regarding these drugs. For mnstance, in March of 1998, Wyeth
offered a free magazine subscription (1o Seasons magazine) to women laking its Hormone
Therapy Products in exchange for submitting personal information to Wyeth on a posteard or by
calling a toll-free phone number. Beginning in early 1999, Wyeth also distributed a brochure to
women through the waiting rooms of physicians’ offices, that claimed, “Menopause 1sa't gone in
a flash - its debilitating consequences can affect the rest of your life.” The promotional brochure
also divected women to “Take a few minutes to think about the rest of your life” and listed a
number of conditions which neither Prempro nor Premarin had been approved by the FDA to
treat, including Alzheimer’s disease, vision problems, tooth loss, heart disease, and colon cancer.

29. In a magazine advertisement featuring model Lauren Hutton, Wyeth made a rash
of similar claims, suggesting that its Hormone Therapy Products were appropriate for treating or
preventing, among other things, memory loss, colon cancer, and age-related vision loss. In the
March 19, 2000, edition of Parade Magazine, Wyeth spokesperson Lauren Hutton (who was not
identified as a Wyeth spokesperson) was asked what she did to look good and feel fit and she
answered: “[M]y number 1 secret is estrogen. [t's good for your moods, it’s good for your skin.
If 1 had to choose between all my creams and makeup for feeling and looking good, I'd take the
estrogen,”

30. A comerstone of the marketing Wyeth program was promotion of hormone

therapy for long-term use of indefinite duration. Specifically, JAMA reported that:
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In 2000, 46 million prescriptions were written for Premarin {conjugated
estrogens), making it the second most frequently prescribed medication in
the United States and accounting for more that $1 billion in sales, and 22.3
million prescriptions were written for Prempro (conjugated estrogens plus
medroxyprogesterone acetate). While US Food and Drug
Administration-approved indications for hormone therapy include relief of
menopausal symptoms and prevention of osieoporosis, long-term use has
been in vogue to prevent a range of chvonic conditions, especially heart
disease. (emphasis added)

31, Inoraround 1993, Wyeth distributed a videotape to consumers entitled, “What
every woman should know about estrogen.” This videotape claimed to be & “seminar for
women” and depicted a female doctor advising women about menopause and hormone therapy.
Wyeth's video “seminar” warned of a wide variety of illnesses and ailments purportedly
associated with menopause. Among other things, Wyeth represented that estrogen loss causes
bones o become “brittle,” skin to become “dryer,” and sexual intercourse to become “painful and
irritating,” While Wyeth's video "seminar” was exhaustive in ifs warnings about menopause, it
glossed over the dangers and risks associated with hormone therapy.

32, Inits *What every woman should know about estrogen” video seminar, Wyeth
also represented to women that estrogen provided “long term health protection” and should be
continued indefinitely, even after short term menopausal symptoms, such as hot flashes, had
subsided. When a purported consumer inquired how long Premarin should be taken, Wyeth’s
doctor-spokesperson responded “anywhere from five o ten years in order 1o get protection from
fong term problems.” And. with regard to breast cancer risks, Wyeth represented to women,

through its video “seminar” that the benefits of taking estrogen “far outweighled]” the risks for

women unless they faced a particularly high risk of breast cancer.
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33.  Prior to 1995, Wyeth began to develop a combination therapy pill that would
combine Premarin with progestin. This product development was necessary because Wyeth
faced the threat of a shrinking market for Premarin at the end of its patent protection in 1995,
Thus, in 1995, Wyeth introduced Prempro, “combination” hormone therapy that contained
estrogen and medroxyprogesterone acetate (synthetic progesting).

34, Wyeth made misleading claims about Prempro just as it did with Premarin. Plizer
made misleading claims about Provera, Soon after introduction of Prempro, the Wyeth
Defendanis began funding a four year heart disease prevention trial, calied HERS: Heart and
Estrogen/Progestin Replacement Study. The Wyeth Defendants had high hopes that HERS
would show that hormone therapy prevents heart disease in high-risk women and that, as a resuit,
Prempro would become an .?DA»appmved drug for heart disease. But in 1998, the HERS
investigators reported that hormone therapy did not reduce the rate of coronary heart disease
events in women with heart disease. The Wyeth Defendants’ hopes for a study to support the
claim that Prempro would benefit the heart were left 1o a study underway known as the WHI
study or Women's Health Initiative Study.

35, Defendants vigorously promoted their Hormone Therapy Products to physicians,
as well as consumers. IW’yeth’s direct-to~consumer (*DTC”) marketing efforts included over
advertising pieces, such as print advertisements, videotapes, and brochures directed o
consumers, as well as “product placement” efforts in which Hormone Therapy Products are
favorably positioned in entertainment vehicles or favorably described in the popular press by

hired spokespersons.
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