IN THE COURT OF COMMON PLEASOF PHILADELPHIA COUNTY
FIRST JUDICIAL DISTRICT OF PENNSYLVANIA
CIVIL TRIAL DIVISION

ALBERTSON, et al. : AUGUST TERM, 2002

Plaintiffs : No. 2944
V.

WYETH INC. et al.

Defendants
FINNIGAN, et al. : AUGUST TERM, 2002
Plaintiffs,
: No. 0007
V.
WYETH INC. et al.
Defendants,
EVERETTE, et al., : DECEMBER TERM 2002
Plaintiffs,
: No. 0935
V.
WYETH INC,, et al.
Defendants. : Commer ce Program Class Actions

: Motion Control No. 020676

ORDER
AND NOW, this8th day of July 2003, upon consideration of Wyeth’ s Preliminary Objectionsto
the consolidated, Amended Complaint and Wyeth’ sMotion to Strikeplaintiffs’ request for attorney fees,

theresponsesin opposition, the respective memoranda, all mattersof record, and after oral argument and



in accord with the contemporaneous Opinion being filed of record, it is ORDERED that:
(& Wyeth' s Prliminary Objection to plaintiffs' negligence/medica monitoring clam (Count 1) is
Overruled;
(b) Wyeth’ s Preliminary Objection to plaintiffs’ unjust enrichment claim (Count I1) is Sustained;
(c) Wyeth’ sPreiminary Objectionto plaintiffs claimunder the UTPCPL (Count [11) isSustained;
(d) Wyeth’ s Preliminary Objection to plaintiffs breach of fiduciary duty claim (Count 1V) is
Sustained;
(e) Wyeth's Preliminary Objection to plaintiffs' fraud claim (Count V) is Sustained; and
(f) Wyeth' sMotionto Strikeplaintiffs' request for attorney feesisGranted. The court findsthat

plaintiffs claim for attorney feesis premature and is at this juncture dismissed without prejudice.

BY THE COURT,

ALBERT W. SHEPPARD, JR., J.
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Albert W. Sheppard, Jr., J. e e July 8, 2003

Presently before the court are the Preliminary Objections of Wyeth, Inc. and Wyeth
Pharmaceuticalsinc. ak/aWyeth-Ayerst Pharmaceutica (“Wyeth”). These objections present ademurrer

to plaintiffs consolidated, Amended Complaint and aMoation to Strike plaintiffs request for attorney fees.



FACTUAL BACKGROUND

The consolidated, Amended Complaint (“Complaint” or “ Compl.”) setsforth thefollowing factua
allegations.!

Wyeth manufactures, promotes and distributes three estrogens or hormone replacement drugs
known as*Premarin,” “Prempro” and “Premphase.” Compl. 113. Premarin isaconjugated estrogen that
wasfirst manufactured and marketed by Wyethin 1942. Compl. 1115. Itisprescribed for women suffering
from severe menopausal symptoms. Compl. § 15. When taken alone (or “unopposed”), conjugated
estrogen increases therisk of uterine cancer in post-menopausal women withintact uteri. The use of
estrogen aloneisreferred to as estrogen replacement therapy (“ERT”).

Prempro cons stsof two typesof hormones: conjugated equine estrogensand progestins. Compl.
115-16. Becauseit combinesestrogen and progestin, Prempro isoften abbreviated as“E& P.” The
risk of uterine cancer isdecreased when estrogen is combined with progestin. The use of estrogen and
progestin in the treatment of menopausal symptomsis referred to as hormone replacement therapy
(“HRT").

In December 1994, the United States Food and Drug Administration (FDA) granted Wyeth's
petition for approval to market Prempro as separate tablets of Premarin (0.625 mg) and
medroxyprogestrone acetate (MPA) called Cyrcrin (2.5mg). Compl. 118. Prempro wasto be prescribed

for post-menopausal women with uteri for the treatment of moderate severe vasomotor symptoms

'For purposes of these objections, the court will accept, as true, the facts set forth in the
Complaint.



associated with menopause, vulvar and vagind atrophy and the prevention of osteoporosis. Compl. §18.

According to plaintiffs, there are an estimated fifty million post-menopausal women in the United
States. Compl. 120. InJduly 2002, approximately 38% of post-menopausal women in the United States
used estrogen or HRT. Compl. §21. At that time, about six million American women were taking
Prempro. Compl. §22. Premproisthebest-selling HRT or estrogen-progestin combination drug inthe
United States. Compl. 423.

Wyeth has promoted Prempro and Premarin by marketing efforts directed to doctors and by
direct-to-consumer efforts. Accordingto plaintiffs, Wyeth utilized marketing techniques with theintention
and effect of creating alifelong demand for its estrogen replacement drugs on the part of post-menopausd
women. Compl. 124. Wyeth' sdirect-to-consumer efforts haveincluded print advertisements, videotapes,
and brochures directed to consumers, aswell as* product placement” effortsinwhich estrogen products
arefavorably positioned in entertainment vehiclesor favorably described in the popular pressby hired
spokespersons. Compl.  25.

In 1999, Wyeth spent $34.7 million and in 2000, $37.9 million, on direct-to-consumer advertising
for Prempro. Compl. 26. In 2001, Premarin became thefirst Wyeth brand to surpass $2 billion in annua
sales. Compl. § 27. According to plaintiffs, Wyeth’s marketing of Prempro and Premarin present
menopause symptomsin dire and detailed fashion, describe purported benefits of ERT/HRT that have
never been proven and minimize and distort the risks associated with ERT/HRT. Compl.  30.

Premarin and Prempro were designed and have been approved by the FDA to relieve only
menopausal symptoms, such ashot flashes, vaginal atrophy and osteoporosis. Compl. {32. However,

according to plaintiffs, Wyeth haslong touted its estrogen products as having additiona benefits. Compl.



1132. Thus, in print advertisements, brochures, and magazi ne advertisements, Wyeth claimed that Premarin
could beused tordievevariousillsincluding tension, irritability, headaches, unduefatigue, depressonand
insomniawhen caused by declining menopausal estrogen levels. Compl. §33. Additionally, Wyeth
claimed that Alzheimer’ sdisease, vision problems, tooth |oss, heart disease and colon cancer could be
treated with Premarin or Prempro. Compl. 1 35. Wyeth also suggested that its conjugated equine estrogen
was gppropriate for treating or preventing, among other things, memory loss, colon cancer and age-related
vision loss. Compl. 1 36.

In 1993, Wyeth distributed avideotape to consumers entitled “What every woman should know
about estrogen.”  Thevideotgpe claimed to be aseminar for women and depicted afemae doctor advising
women about menopause, conjugated equine estrogen (CEE) and progestin. Wyeth’' s video seminar
warned of awidevariety of illnessesand allments purportedly associated with menopause. Among other
things, Wyeth represented that estrogen |oss causes bone to become brittle, skin to become dryer and
sexual intercourse to become “painful and irritating.” Plaintiffs allege that while the videotape was
exhaugtive in itswarnings about menopause, it glossed over the dangers and risks associated with ERT.
Compl. 143. Additionally, thevideo “seminar” recommended that estrogen should be combined with
progestin when taken by women who have not had hysterectomies. Compl. 145. Thevideo seminar also
represented that estrogen provided *long term heal th 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

fiveto ten yearsin order to get protection from long term problems.” Compl. § 46.



With regard to breast cancer risks, Wyeth represented in its video seminar that the benefits of
taking estrogen “far outweigh the risks for women unless they faced a particularly high risk of breast
cancer.” Plaintiffsalegethat the opposteistrue: the risks of taking Prempro far outweigh the benefits.
Compl. 147. Wyeth aso dlegedly misrepresented that most studies showed no increased risk of breast
cancer associated with taking estrogen at usua doses, and that breast cancer riskswere only €l evated when
estrogen was taken at higher doses “for more than ten years.”

At least until mid-2002, Wyeth distributed a Prempro promotional brochure targeted for women
consumersthat had thewords* Starting your Hormone Replacement Therapy” at thetop of thefront cover.
At the bottom of the cover of thisbrochure and at the bottom of nine of its seventeen pages of text, the
following words appear: “ Say yesto PREMPRO.” Compl. 1 49. Wyeth’'s“Say yesto PREMPRO”
brochure containstestimonia sfrom six women who claim to have used estrogen or Premprofor an average
of 12.2 years. Each of these women is reported to have used Prempro and/or Wyeth' s estrogen-only
therapy, Premarin, for at least seven years. Compl. § 50. Wyeth's annual report contains a similar
testimonial from awoman. Compl. 1 52.

According to plaintiffs, Wyeth’ s“ Say yesto PREMPRO” brochure does not warn about, among
other things, breast cancer even though its profiles al have used estrogen or Prempro for morethan five
years. Compl. 53. Inthe section of Wyeth's* Say yesto PREMPRO” brochure devoted to “side effects,”
Wyeth warns about uterine cancer (associated with estrogen-only therapy), worsening diabetes, blood
clots, nausea, abdomina pain, irregular bleeding, headache, hair loss, and breast tenderness, but does not

warn about breast cancer. Compl. § 54.



Until mid-2002, Wyeth used aPrempro packageinsert, which states under the subheading “ Cancer
of the breast”:

Most studies have not shown ahigher risk of breast cancer in women who have ever used

estrogen. However, some studies have reported that breast cancer developed more often

(up to twice the usual rate) in women who used estrogen for long periods of time

(especialy more than ten years), or who used high doses for shorter time periods.

Compl. (1 55).

Thoughworded dightly differently, thissame statement appearsin aNovember 2001 Wyeth | eafl et
that addresses estrogens generally. According to plaintiffs, the information provided by Wyeth to
consumersfrom at least 1993 to mid-2002 consistently and uniformly misrepresented that itsestrogen
replacement products (with or without progestin) were to be used by consumerson along term basis, even
after menopausal symptoms had subsided, and did not present significant breast cancer risks unless
consumed for ten yearsor morein unusually high doses. Wyethaso omitted from its 1993-2002 warnings
and direct-to-consumer promotionsany mentionof thediminished effectivenessof sandard mammaography
attributable to HRT. Compl. 1 61.

In July 8, 2002, the Nationa Heart, Lung, and Blood Ingtitute (“NHLBI”) of the Nationd Indtitutes
of Hedth (“NIH") announced that it had decided to terminate prematurely aportion of itsWomen' s Hegth
Initiative (“WHI”) Study that was designed to examine the effect of estrogen plus progestin on the
prevention of heart disease and hip fractures, and to identify any associated cancer risks (“WHI Study”).
Compl. §64. The WHI Study was designed in light of earlier studiesthat had demonstrated that long term

HRT or ERT increased breast cancer risksaswell astherisks of blood clotsin the legs and lungs. Compl.

1 75. The WHI Study was designed to continue for 8.5 years or until 2005. The NHLBI stopped the HRT



portion of the study, however, after an average follow-up of only 5.2 years, primarily due to an
unacceptablerisk of invasive breast cancer associated with Prempro. Compl. 65. Prempro wastheonly
HRT drug given to the women who participated in the WHI study. Compl.  66.

Inthe WHI study, therisk of invasive breast cancer increased by 26% after using Prempro for an
average of 5.2 years. Compl. 67. The WHI study also demongtrated that, after five years of use, the
overall risks of Prempro outweigh any benefits which it may produce. Compl. 4 68. In addition to the
increased breast cancer risk associated with Prempro, the WHI Study showed the following increases
among the women who participated in the Study: (1) a41%increasein strokes, (2) a29% increasein heart
attacks, and (3) more than doubling in theratesof venous thromboembolism (blood clots). The benefits
of Prempro revealed inthe WHI Study appear to befewer colorectal cancersand hip fractures. Compl.
169. When the WHI Dataand Safety Monitoring Board decided to terminate the WHI Study prematurely,
it sent aletter to each Study participant informing them that the Board had concluded that “it has become
clear that the hedlth risks of taking estrogen plus progestin now exceedsthebenefits” Asaresult, the WHI
Study participantswereinstructed to “ Stop taking your pills, maintaintheir clinic appointmentsand receive
yearly mammograms.” Compl. {73.

Althoughthe WHI Study wasthefirst large, randomized, and placebo-controlled tria to examine
therisks and benefitsfor hed thy women of taking estrogen and progestin over an extended period of time,
anumber of peer-review studies had previoudy shown higher breast cancer rates among women who were
HRT users, especially those who were taking aformulation that, like Prempro, contained progestin and
particularly when the drug wastaken for five or moreyears. Compl. 81-93. Accordingtothe plaintiffs,

Wyeth knew or should have known that it was misleading to suggest to women that breast cancer only



became pronounced after ten years or more of the estrogen use, particularly at unusually high doses.
Compl. 94.

By early 1997, the evidence of an association between HRT and breast cancer was strong enough
to lead to the publication of aletter in the British Journal of Medicine entitled, “\VWomen need to be warned
about dangers of hormone replacement therapy.” Compl. §95. HRT significantly increasestherisk of
breast cancer to afar greater extent than doesestrogen-only therapy. Compl. 197. A report published

in Steroids 2000 Oct-Nov estimated that increased risk of breast cancer attributableto HRT useissome

212-fold greater than the effect of ERT. Compl. §97. Other studies have demonstrated that estrogen and
progestin takenin combination increase breast tissue dendty to agreater extent than post-menopausa ERT
alone and that HRT shows an increase in breast density on mammograms. Compl. 111198-99. Increasing
breast tissue density decreases the effectiveness of standard mammography. Compl.  100.

Paintiffs dlegethat the substantidly increased risk of invasve breast cancer associated with long
term use of estrogen and/or progestin had been clearly demonstrated well beforethe WHI Study. Wyeth
faled to acknowledgeand providethiswarning. Instead, Wyeth warned that the effect of adding progestins
for therisk of breast cancer was unknown and suggested that ten years of exposure wasthe threshold for
harm. Compl. 1 106.

InJuly 2002, astheresult of the premature termination of the Prempro component of the WHI
Study, Wyeth acknowledged the significant risks of breast cancer and cardiovascular disease presented
by hormonetherapy. InJuly 2002, Wyeth changed itswarning labelsand curtailed itsdirect to consumer
marketing of Prempro. On September 4, 2002, Wyeth amended Prempro and Premarin package inserts

inlight of the WHI Study. Compl. 11107. Wyeth forwarded | ettersto physiciansinforming them of the



packageinsert update. Wyeth did not utilize adirect-to-consumer campaign to inform consumers of the
packageinsert update. Compl. 11108. The amended packageinsert acknowledgesthat “Prempro . .. may
increaseyour risk of getting breast cancer, blood clots, heart attacksand strokes.” Compl. 1109. The new
package insert does not refer to “along term,” or give any indication that the risk refersto atime period
other than the “ten years or more’ period about which Wyeth warned previousy. Compl. §109. The
package insert dso states, “Mammography should be scheduled depending on your risks factors’” and that
in light of associated health risks Prempro should only be used “as long as needed for relief from
menopausal symptoms.” Compl. 7 111.

OnAugust 21, 2002, plaintiffs Claudette Albertson and ThelmaD. Reese, E.D. filed acomplaint
againg Wyeth. On or about the same date, plaintiff Finnegan filed asmilar complaint, followed by plaintiff
Everette. On January 22, 2003, the matters were consolidated and a consolidated, Amended Complaint
wasfiled. The Complaint assertsfive counts against Wyeth: (a) negligence/medica monitoring (Count ),
(b) unjust enrichment (Count I1), (c) violation of the PennsylvaniaUnfair Consumer Practice and Consumer
Protection Law (Count I11), (d) Breach of Fiduciary Duty (Count 1V) and () Fraud (Count V). Wyeth
hasfiled Preliminary Objectionsinthe nature of ademurrer. Wyeth d so contemporaneoudy filedaMotion
to Strike plaintiffs’ claim for attorney fees.

DISCUSSION
A preliminary objectioninthe nature of ademurrer teststhelegal sufficiency of the complaint.

Congtantino v. University of Pittsburgh, 2001 Pa. Super. 4, 766 A.2d 1265, 1268 (2001). The question

presented by ademurrer iswhether, onthefactsaverred, thelaw sayswith certainty that no recovery is

possible. Viglionev. PennsylvaniaDept. of Corrs., 781 A.2d 248, 250 n.3 (Pa. Commw. 2001). When




considering preliminary objections, al materia facts set forth in the complaint, aswell asall inferences
reasonably deducibletherefrom are accepted astrue, while conclusionsof law, unwarranted inferences
fromfacts, argumentative alegations or expressions of opinion need not be regarded assuch. Wagner v.
Waitlevertch, 2001 Pa. Super. 100, 774 A.2d 1247, 1250 (2001).

Preliminary objectionsmay only be granted in caseswhereit isclear and freefrom doubt that the

factsalleged arelegdly insufficient to establish aright to relief. Stair v. Turtzo, Spry, Sborocchi, Faul &

LaBarre, 564 Pa. 305, 309, 768 A.2d 299, 301 (2001). For that reason, a demurrer should not be

sustained smply because of the novelty of aclaim. Denton v. Silver Stream Nursing and Rehabilitation

Center, 739 A.2d 571, 575 (Pa. Super. 1999). Furthermore, if there is any doubt as to whether a

demurrer should begranted, it should beresolved infavor of overruling the preliminary objections. Lennon

ex rel. v. Wyeth-Ayerst Laboratories Inc., 2001 WL 755944, * 1 (Pa. Super. June 14, 2001).

A. Demurrer to Count | ( Negligence/M edical M onitoring)

Wyethfirg assertsthat Count | of plaintiffs Complaint aleging amedica monitoring claim should
be dismissed. Thisobjection isoverruled.

In Simmons v. Pacor, Inc., 543 Pa. 664, 674 A.2d 232 (Pa. 1996), our Supreme Court

recognized medical monitoring as aviable cause of action under Pennsylvanialaw. In Simmons, the
plaintiffs devel oped asymptomatic pleura thickening asaresult of their occupationa exposure to asbestos
and sought damages for increased risk and fear of cancer. The Supreme Court held that damages for
increased risk and fear of cancer were too speculative to be recoverable where cancer was not present.

Because the plaintiffsin Smmons had not devel oped cancer, the court did not permit them to recover for

their increase risk and fear of cancer. However, the Supreme Court did permit plaintiffs with asbestos-

10



related asymptomatic pleural thickeningto recover for medical monitoring. Redland Soccer Club, Inc. v.

Department of the Army and Dept. of Defense of the U.S,, 548 Pa. 178, 696 A.2d 137, 145 (1997).

In Redland Soccer Club Inc., supra., the Pennsylvania Supreme Court extended medical

monitoring claimsto non-asbestos-related injuries and articul ated the necessary elementsto stateaclam
for medical monitoring: 1) exposure greater than normal background levels; 2) to aproven hazardous
substance; 3) caused by defendants' negligence; 4) as aproximate result of the exposure, plaintiffs have
asignificantly increased risk of contracting aserious|latent disease; 5) amonitoring procedure existsthat
makesthe early detection of the disease possible; 6) the prescribed monitoring regimeisdifferent from that
normally recommended in the absence of exposure; and 7) the prescribed monitoring regimeis reasonably

necessary according to contemporary scientific principles. Redland, 548 Pa. at 195-196, 696 A.2d at

145-146. The Supreme Court noted that expert testimony isrequired to prove each of these elements. Id.
at 196, 696 A.2d at 146.

The Redland court cited four important policy reasons for recognizing claims for medical

monitoring. First, “medica monitoring promotesearly diagnosisand treatment of diseaseresulting from
exposure to toxic substances caused by atortfeasor’ snegligence” Second, “alowing recovery for such
expenses avoidsthe potential for injustice of forcing an economically disadvantaged person to pay for
expens vediagnostic examinations necessitated by another’ snegligence” and “ affordstoxic-tort victims,
for whom other sorts of recovery may prove difficult, immediate compensation for medical monitoring
needed asaresult of exposure.” Third, medical monitoring “furthers the deterrent function of the tort
system by compelling those who expose others to toxic substances to minimize risks and costs of
exposure” Fndly, permitting the damis*“in harmony with the important public hedth interest in fostering

11



accessto medica monitoring testing for individual swhoseexposureto toxic chemica s createsan enhanced

risk of disease.” Redland at 194, 696 A. 2d at 145 (quoting Hansen v. Mountain Fuel Supply Co., 858

P. 2d 970, 976-977 (Utah 1993)).

Wyeth argues that plaintiffs have failed to meet the criteria enunciated in Redland, supra. to
establish aclam for medica monitoring. Specifically, Wyeth contendsthat plaintiffshavefailed to dlege
that they were exposed to a proven hazardous substance. Wyeth maintains that Prempro, a FDA
goproved drug, is not a hazardous substance sinceit isill on the market as asafe and effective treestment.

Wyeth further maintainsthat it cannot be negligent for its pre-WHI Prempro warnings becausethe
language it used was the precise warning language the FDA told Wyeth it should use. In other words,
Wyeth claimsthat the pervasive scheme of federal regulation governing the production, labeling, and
digtribution of prescription drugs by the FDA implicitly preempts Pennsylvania stort clamsfor prescription
drug manufacturers breach of duty to warn consumers.

The concept of preemption hasitsrootsinthe supremacy clauseof theU.S. Congtitution, art. VI,

cl. 2. Preemption may be express or implied. Hillsborough County, Fla. v. Automated Medical

Laboratories, Inc., 471 U.S. 707, 105 S. Ct. 2371 (1985). Since Wyeth makes no claim that Congress

expressly preempted state tort law, only the issue of implied preemption need be discussed.
Implied preemption arisesintwoways. First, Congressmay indicateanintent to assignan entire

field of regulationin agiven areato the federal government. Fidelity Federal Sav. andLoan Assn.v.de

laCuesta, 458 U.S. 141, 102 S. Ct. 3014 (1982). Second, Congress may preempt state law to the
extent that state law actualy conflictswith federa law. Such aconflict ariseswhen compliance with both

federal and state law isimpossible or when state law frustrates the purpose of federal law. Michigan

12



Canners and Freezers Ass n. v. Agricultural Marketing and Bargaining Bd., 467 U.S. 461, 104 S. Ct.

2518 (1984).
Thereisno question that federa regulation of prescription drugsis comprehensive.  Under the
Food and Drug Adminigtration (*FDA”) regulatory scheme, amanufacturer must obtain gpprova fromthe

FDA todigtributeits product. Sokoloski v. American Home Products, 2003 WL 1875113, *6 (Pa. Com.

Pl. 2003), citing Food, Drug and Cosmetic Act, 21 U.S.C. 8 301, et. seq. That approval issecured by
formal application, which must include “full reports of investigations which have been made to show
whether or not such drug is safe for use and whether such drug is effectivein use.” Sokoloski, quoting 21
U.S.C. 8 355(b)(2)(A). Additiondly, subsequent to FDA approvd, amanufacturer isrequired to provide
updated data or information to the FDA Secretary, to enablethe Secretary to determinewhether grounds
exist for revocation of approval for the drug. 21 U.S.C. 8§ 355(k)(1). Moreover, the manufacturer,
distributor or seller of the drug hasthe duty to label the prescription drug it has manufactured. 1d., citing
21 U.S.C. § 352(b); 21 CFR § 201.100.

Preemption of satetort law, however, does not automatically follow extensve federd regulation.

Mazur v. Merck & Co. Inc., 742 F. Supp. 239, 245 (E.D. Pa. 1990) citing Hillsborough, 471 U.S. at 715,

105 S. Ct. at 2376. In the absence of express preemption, thereisastrong presumption that Congress
did notintend todisplace statelaw. Id. at 256. The presumption against preemption iseven stronger when

federa regulation would work to preempt statetort remedies. 1d., citing Silkwood v. Kerr-M cgee Corp.,

464 U.S. 238, 251, 104 S. Ct. 615, 623 (1984).

13



In Silkwood v. Kerr-McGee Corp., supra., the Court found that the Atomic Energy Act and its

enacting regulations did not preclude an award of punitive damagesunder statelaw. The Court recognized
that states had been expresdly prohibited from regul ating the saf ety aspects of hazardous materials, but
refused to extend that prohibition to state law remediesfor personsinjured from radiation exposurein
nuclear plants. Id. at 250-51, 104 S. Ct. at 622-23. The Court rgjected the contention that the award of
damageswould conflict withthefedera remedid scheme, finding that “ paying both federd finesand state-
imposed punitive damagesfor the sameincident would not gppear to be physicdly impossble” 1d. a 257,
104 S. Ct. a 626. The Supreme Court has since unanimoudy confirmed that “ ordinarily, State causes of
action are not preempted solely because they impose liability over and above that authorized by federd

law.” English v. General Elec. Co., 496 U.S. 72, 89, 110 S. Ct. 2270, 2280 (1990) (citation omitted).

Here, if federal regulation of prescription drugswere deemed exclusive, Pennsylvania sability to
protect itscitizensfrom the dangersof prescription drug use would be severdly hampered. Further, it would
leave Pennsylvaniacitizensharmed by prescription drugswithout astatetort remedy. Thiscourt submits
that Congressdid not intend such aresult. Thetort law hereisremediad and compensatory in nature, and
does not conflict with any aspect of the FDA’ sregulatory scheme. Thus, preemption of the state remedid
measures available to plaintiffs cannot be implied.

Wyeth seeksto shielditsalf fromliability, arguing that the language used for thewarning label of
Prempro was the precise language which the FDA gpproved. The same argument wasraised and rejected

inMazur v. Merck & Co. Inc., 742 F. Supp. 239, 247 (E.D.Pa. 1990). In Mazur, the defendant asserted

that the pervasve schemeregulaing al agpects of vaccines compelled afinding of implied preemption. The
Court disagreed, stressing the strong presumption against preemption of statetort remediesin areas of

14



hedlth and safety, and noting that preemption would leave Pennsylvania citizens harmed by vaccineswithout

aremedy.

The Court in Mazur a so rejected the defendant’ s narrower conflict preemption argument based
on two observations appropriate to the circumstances here:

Mere compliancewithaFDA suggestion, or for that matter, regulation or order, doesnot
mean that Satetort law becomesirrdevant. First, compliancewithan FDA regulation may
establish that the manufacturer met the appropriate minimum standards of due care, but
compliance does not necessarily absolvethe manufacturer of dl ligbility. See, e.g., Brochu
v. Ortho Pharmaceutical Corp. , 642 F. 2d 652, 658 (1% Cir. 1981). Manufacturers must
meet state safety requirements, whether codified or embodied in the common law, in
addition to satiffying theinitia FDA requirements. Second, federa regulation servesavery
different purpose than state tort law. Essentially, federal regulation serves a deterrent
purpose by limiting themanufacturer of inherently dangerous products to those applicants
who meet certain stringent safety standards, while state tort law serves the equally
important purpose of compensating individuals injured by those very same products.

Because, compliancewith FDA regulationwill not ensurethat amanufactured product will

not causeinjury, compliancewill not necessarily exempt amanufacturer from liability.
When those products do cause injuries, the state tort system provides a means of

compensation. Statetort law isintended to supplement federal regulation by providinga
vehicle for compensation of vaccine related injuries.

Id. at 247 (footnote omitted) (emphasisadded). Thisandyssin Mazur supportsthis court’ srefusd to find

in this case that plaintiffs’ state tort claim is preempted, especially on preliminary objections.?
Thus, Wyeth' spreliminary objection on the ground that plaintiffs claimispreempted by federa

regulation is overruled.

2 In addition, this court finds Wyeth’ s reliance upon White v. Weiner, 386 Pa. Super.
111, 119, 562 A. 2d 378, 383 (1989), aff’d, 525 Pa. 572, 583 A. 2d 789 (1991), misplaced. In
White, our Superior Court addressed a matter that involved bulk sale of the drug protamine sulfate.
The product was sold to Upjohn Pharmaceuticals Company for conversion into afinal product which
would then be distributed to medical care providers for prescription to the individual parties. In White,
the Court declined to impose on abulk supplier of pharmaceutical chemicals the same strict duty to
warn required of the manufacturer of the marketed drug.

15



In addition, this court finds, that the Complaint makes sufficient alegationsto establishaclamfor
medical monitoring. Plaintiffsallegethat Prempro isahazardous substance, and that Wyeth failed to use
reasonable careininforming consumersof therisksof Prempro which they knew, or about which they
reasonably should have known. Compl. 1127. Plaintiffsfurther allege that Wyeth breached the duty owed
to plaintiffsand that Wyeth’ sbreach of the duty wasthe proximate cause of theinjuries suffered. Compl.
11130. According to plaintiffs, Wyeth’ sactionsthat giveriseto liability include: (1) erroneoudy suggesting
to doctors and patients that the risk of breast cancer associated with Prempro use did not become
substantial until ten or more years of use, (2) failing to distinguish between the breast cancer risks posed
by Prempro versus those posed by estrogen done, (3) failing to inform doctors and patients that long-term
use of HRT diminishesthe effectiveness of standard mammaography, (4) failing to inform doctorsand
patientsthat any bone density benefit that may be associated with Prempro was outweighed by increased
risksof invasive breast cancer and cardiovascular disease, (5) failing to inform doctors and patientsthat,
overtime, the overal risksof daily use of Prempro, including risks of heart attack, stroke and blood clot,
outweigh any associated osteoporosis benefits, and (6) combining progestin and estrogenin aproduct to
be taken oraly on along term bas's, thereby substantially increasing plaintiffs risks of suffering breast
cancer, heart attacks, strokes and blood clots. Compl. 1129 a-e. Plaintiffs have sufficiently alleged that
they areat asignificantly increased risk of harm for developing breast cancer and have al so pleaded with
sufficiency that the monitoring regimeisdifferent from that normally recommended. Compl. 1194, 100,

105, 131-32 &n.
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At thisjunctureit isimportant to reiterate two points noted earlier. First, preliminary objections
may be granted only whereit isfree from doubt that the alleged facts are insufficient and, if thereisany
doubt whether ademurrer should be granted, it must beresolved in favor of overruling the objections.?

Second, in Redland, supra., our Supreme Court made clear that expert testimony is necessary to prove

the elements requisite for amonitoring claim.”

Recognizing that Redland provides that expert testimony is required and that plaintiffsreceive al
inferencesreasonably flowing fromthepleading, leadsthiscourt to overrule Wyeth’ sPreliminary Objection
that plaintiffs failed to plead the elements of a negligence/medical monitoring claim.®

B. Demurrer to Count |1 (Unjust Enrichment)

Wyeth next contendsthat plaintiffs claimfor unjust enrichment isinsupportable asameatter of law
because plaintiffshad no dealingswith Wyeth that woul d support aquasi-contractua or equitableclamfor
unjust enrichment and because plaintiffs cannot point to any unjust benefit Wyeth received asaresult of
plaintiffs purchases of Prempro. Defendants’ Memo, p. 13.

“Unjust enrichment” isessentialy an equitabledoctrine. Mitchell v. Moore, 1999 Pa. Super. 77,

729 A.2d 1200, 1203 (1999). “Where unjust enrichment is found, the law implies a contract, which

requiresthe defendant to pay the plaintiff the value of the benefit conferred.” 1d., citing Schenck v. K.E.

David, Ltd., 446 Pa. Super. 94, 666 A.2d 327 (1995). The ements necessary to prove unjust enrichment

®*Discussion, supra., pp. 9-10.
“Discussion, supra., p. 11.

*The court acknowledges that it may be that the plaintiffs’ expert reports will not be sufficient to
meet the mandates of Redland. However, at this point in the proceedings it would be improvident to
dismissthe claim.
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are: (1) benefits conferred on defendant by plaintiff; (2) appreciation of such benefits by defendant; and (3)
acceptance and retention of such benefits under such circumstances that it would be inequitable for
defendant to retain the benefit without payment of value. Id. at 1203. The application of the doctrine
depends on the particular circumstances presented. Further, “in determining if the doctrine applies, the
focusisnot on theintention of the parties, but rather on whether the defendant has been unjustly enriched.”
Id. at 1203, quoting Schenck, A.2d 328.

To support their claim of unjust enrichment, plaintiffsallege: (a) that they purchased Premproto
obtain safe and effective treatment for certain medical symptoms (Compl. 1 135); (b) that defendants
received payment from plaintiffsin exchange for Prempro under the guise that the drug was safe and
effective (Compl. 1 136); () that asthe intended and expected result of defendant’s non-disclosure and
other wrongdoing, defendants have profited and benefitted from the purchase of Prempro (Compl. ] 137);
and (d) that defendants accepted and retained revenue and profitswith full knowledge thet plaintiff and the
class were not receiving products of a quality, nature, fitness or vaue that they reasonably expected.
(Compl. 138.)

Thecourt finds plaintiffs' reliance upon Tesauro v. Quigley Corp., 2001 WL 1807782 (Pa. Com.

M. 2001) unpersuasive. InTesauro, plaintiffsalleged that defendant Quigley, the manufacturer of Cold-

Eeze zinc lozenges, touted its ability to prevent colds and pneumoniaand to reduce the severity of colds
and dlergies. Theadvertisementsdescribed these hedlth claimsasclinically proven. Asaresult, in 1997
the sdes of Cold-Eezereached $10.2 million. Severd yearslater, the Federd Trade Commission (“FTC”)
filed acomplaint against the defendant charging that the advertisements were fal se and mid eading because

defendant did not have areasonable basisfor claiming that Cold-Eeze had these beneficia hedlth effects.
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The FTC and the defendant entered into a consent order that defendant would make no further health
claimsabout Cold-Eeze until it had reasonable basisfor making such aclaim. Tesauro filed acomplaint
againg Quigley, dleging unjust enrichment dong with other clamsto which the defendantsfiled preiminary
objections. The court overruled the defendants’ preliminary objections regarding plaintiffs’ unjust
enrichment claim because the complaint set forth aclamthat plaintiffsdid not receive acold remedy when
they bought Cold-Eeze, and it would be inequitable for the defendant to keep the money if the plaintiffsdid
not, in fact, receive a cold remedy.

Here, unlike Tesauro, plaintiffs did receive the product they sought, a hormone replacement
therapy. Plaintiffs merely alege that Prempro was not safe, and that Wyeth knew it was unsafe but
promoted the drug anyway. These dlegations areinsufficient to state aclaim for unjust enrichment.® The
Preliminary Objection to Count Il is sustained.

C. Demurrer to Count 111 (Pennsylvania’s Unfair Trade Practices
and Consumer Protection L aw)

Wyeth preliminarily objectsto Count I11, alleging violations of the PennsylvaniaUnfair Trade
Practices and Consumer Protection Law (“UTPCPL” ). Plaintiffs alege that Wyeth failed to provide
plaintiffswith afull and accurate description of Prempro and knowingly and intentionaly misrepresented,
concealed or made fa se claimsto plaintiffsregarding Prempro. Compl. 11 145-147. Plaintiffsurge that

this conduct constitutes aviolation of the UTPCPL . The UTPCPL makes unlawful unfair methods of

Although Count Il was designated a claim for unjust enrichment, the all egations suggest a claim
for breach of an implied warranty of merchantability and fitness for a particular purpose. However,
prescription drugs are not covered by awarranty of fitness for ordinary purpose. Luke v. American
Home Products Corp., 1998 WL 1781624, *4-5 (Pa. Com. Pl. 1998).
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competition and deceptive practices in the conduct of trade or commerce. Luke v. American Home

Products Corp., 1998 WL 1781624 * 8 (Pa. Com. Pl. 1998), citing 73 P.S. 8§ 201-3. TheAct provides
ameans for redress for various misrepresentations and fraudulent conduct that create a likelihood of
confusion or misunderstanding. Id., See 73 P. S. § 201-2(4).

Wyeth maintainsthat plaintiffs cannot assert aUTPCPL claim since the Act does not apply to
clamsby prescription drug usersagainst prescri ption drug manufacturers. To support thisargument, Wyeth
reliesupon the learned intermediary doctrinewhich providesthat a prescription drug manufacturer must
provideitswarnings about adrug to prescribing physicians, but need not providethewarningsto patients
who usethedrug. Further, Wyeth arguesthat plaintiffsfail to make asingle well-founded dlegation in
support of their UTPCPL claim.

Paintiffs, onthe other hand, arguethat an unsettled question of law existsfor thiscourt to decide
whether the UTPCPL appliesto prescription drugs. Plaintiffs contend that the learned intermediary
doctrinedoesnot apply to the UTPCPL and that adrug manufacturer who engagesin direct-to-consumer
advertising hasaduty not towithhold material information. Specificaly, the plaintiffsurgethat thiscourt
should createalimited exception to thelearned intermediary doctrinewhere direct-to-consumer advertisng
is used.

In Lukev. American Home Products Corp., supra., the court addressed thissameissue. InLuke,

the plaintiff was prescribed dexfenfluramine hydrochl oride (a/k/al Redux) asaweight losstrestment. After
taking Redux for saverd months, the plaintiff began to experience difficulty bresthing and was subsequently
diagnosed with primary pulmonary hypertension and was placed on thelist for adoubletransplant.  Plaintiff

filed acomplaint against the manufacturer of Redux aleging, inter alia, aviolation of the UTPCPL. The
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manufacturer filed preliminary objections. In sustaining the preiminary objectionsto plaintiffs UTPCPL
claim, the court reasoned that:

Under the“learned intermediary doctrine,” amanufacturer of prescription drugs
must direct information and warnings to prescribing physicians, not the patient. See
Taurinov. Ellen, 579 A.2d 925 (Pa. Super. Ct. 1990). There can be no cause of action
based on Defendants alleged omissionsbecause defendants had no duty to disclose any
information directly to plaintiff.

Further, to permit a cause of action under the UTPCPL in this case would
effectively make adrug manufacturer the abbsol ute guarantor of the anticipated resultsand
effects of a prescription drug. Pennsylvania law, however, recognizes that some
prescription drugs by their very nature can never be made safe. See Makripodis by
Makripodis v. Merrell-Dow Pharm., Inc., 523 A.2d 374 (Pa. Super. Ct. 1987). An
inconsistency would result if wewereto hold that drug manufacturers must guarantee that
prescription drugsare completely safe. The premise behind the UTPCPL was not meant
to engender such aresult.

Luke, at *8.

Thiscourt findstherationalein Luke persuasive, and believesit would be improvident to accede
toplaintiffs argument that alimited exception to thelearned intermediary doctrine should be created based
upondirect-to-consumer advertising. M ediadissemination of information concerning theexistenceof these
drugs does not enhance the public’ sability to acquire them, asthe skill and knowledgeof the physician il

must be brought to bear in adetermination of whether the pharmaceutica is appropriate for the patient.

Lennon ex rel. v. Wyeth-Ayerst L aboratories, Inc., 2001 WL 755944, *2 (Pa. Super. 2001). Here,

athough Wyeth engaged in direct-to-consumer advertising, theconsumer till required aprescriptionfrom

aphysician, alearned intermediary, to acquire Prempro.
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Wyeth's Preliminary Objectionsto Count |11 are sustained.’

D. Demurrersto Count 1V (Breach of Fiduciary Duty) and Count V (Fraud)

Wyeth contendsthat plaintiffs clamsfor breach of fiduciary duty and fraud are barred by the
learned intermediary doctrine. The court agrees. The court findsthat plaintiffshave no cause of actionfor
breach of fiduciary duty and fraudinlight of thelearned intermediary doctrine. The Preiminary Objections
with respect to plaintiffs’ breach of fiduciary duty claim and fraud are sustained.

E. Motion to Strike Plaintiffs Claim for Attor ney Fees

In addition to the Preliminary Objections, Wyeth contemporaneoudy filed aMotion to Strike
plaintiffs request for attorney fees. Wyeth contendsthat plaintiffs claimfor attorney feeshasnolegd basis
since thereisno statutory or legal grounds that provides for such recovery. Wyeth further argues that
medical monitoring does not give rise to counsel fees being paid out of acommon fund.

Under Pennsylvanialaw, ‘alitigant cannot recover counsel feesfrom an adverse party unlessthere
isexpress statutory authorization, aclear agreement of the parties, or some other established exception.”

Snyder v. Synder, 533 Pa. 203, 212, 620 A.2d 1133, 1138 (1993). Thisiscommonly referred to asthe

“American” rule. Jonesv. Muir, 511 Pa. 535, 541, 515 A.2d 855, 858 (1986). However, Pennsylvania
has|ong recognized the common fund doctrine asan exceptiontothe“ American” rule. 1d. 1n Jones, our
Supreme Court held that the common fund doctrineiswithin the parameters of Section 2503(8) of the

Judicial Code, 42 Pa. C.S. §2503(8). Id. At 542, 515 A.2d at 858-59. Section 2503(8) of the Judicial

"Because this court finds that plaintiffs have no cause of action under the UTPCPL based on the
learned intermediary doctrine, it is not necessary to address Wyeth' s further argument to the UTPCPL
claim challenging the sufficiency of plaintiffs pleading.
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Code authorizesthe award of attorney feesto “[a]ny participant who is awarded counsel fees out of afund
within the jurisdiction of the court pursuant to any generd rule reating to an award of counsd feesfrom a
fund within the jurisdiction of the court.” 42 Pa.C.S. § 2503(8).

Our Supreme Court hasrepestedly described the circumstances under which the* common fund”
exception applies:

Where many persons have acommon interest in atrust property or fund, and one of them,

for the benefit of al, at his own cost and expense, brings suit for its preservation or

administration, the court of equity in which suit is brought will order plaintiff to be

reimbursed his costsand expenses, including counsd fees, from the property of thetrust,

or order those benefit to contribute proportionately toward that expense.

|nternationa Organization Master, Mates and Pilots of America, Locd No. 2 v. International Organization

Master, Mates and Pilots of America, Inc. 497 Pa. 102, 439 A.2d 621, 627 (1981).

Here, theplaintiffsfiled anegligence/medica monitoring claim against Wyeth and request the
creation of afund from which amonitoring system could be established for the early detection of breast
cancer. At thistime, afund does not exist and plaintiffs' claim for attorney feesis premature.

Thus, for the present, this court grants Wyeth’ sMotion to Strike plaintiffs claim for attorney fees
and dismisses plaintiffs claim for attorney fees without prejudice.

CONCLUSION

For the reasons discussed, this court finds that:

(& Wyeth’' sPreliminary Objectionsto plaintiffs negligence/medica monitoringclam (Countl) is
Overruled;

(b) Wyeth’ s Preliminary Objection to plaintiffs’ unjust enrichment claim (Count I1) is Sustained;

(c) Wyeth' sPreliminary Objectionto plaintiffs clamunder the UTPCPL (Count I11) isSustained;
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(d) Wyeth’ s Preliminary Objection to plaintiffs breach of fiduciary duty claim (Count 1V) is
Sustained;

(e) Wyeth's Preliminary Objection to plaintiffs' fraud claim (Count V) is Sustained; and

(f) Wyeth’ sMotion to Strike plaintiffs’ request for attorney feesis Granted. The court finds
plaintiffs claim for attorney feesis premature and is dismissed without prejudice.

This court will issue a contemporaneous Order consistent with this Opinion.

BY THE COURT,

ALBERT W. SHEPPARD, JR., J.
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