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UNITED STATES DISTRICT COURT
DISTRICT OF CONNECTICUT

Margaret B. Fraser and Joseph T. Fraser,
Plaintiffs Civil No. 3:04¢cv1373 (JBA)
V.

Wyeth, Inc. and Wyeth Pharmaceuticals, Inc., March 6, 2012
Defendans.

RULING ON MOTION FOR SUMMARY JUDGMENT

On August 18, 2004, Plaintiffs Margaret Fraser dogkph Fraser filed a Complaint
against Defendants Wyeth, Inc. and Wyeth Pharmaadsitinc. (collectively “Wyeth” or
“Defendants”), claiming failure to warn, strict mhacts liability, negligence,
misrepresentation, and punitive damages under tren€xticut Product Liability Act
("CPLA"), Conn. Gen. Stat. § 52-272rat, seq(Counts One-Five); breach of implied and
express warranty (Counts Six—Seven); violatiortee@fConnecticut Unfair Trade Practices
Act (“CUTPA"), Conn. Gen. Stat. § 42-11@,seq(Count Eight); and loss of consortium
(Count Nine). Defendants move [Doc. # 113] for suany judgment on all counts in
Plaintiffs’ Complaint. For the reasons stated bel®efendants’ motion for summary
judgment will be granted in part and denied in part
l. Facts

Prempro is a hormone therapy medication combinitrggsn and progestin in a
single administration. (Prempro Summary Basispgval, Ex. Ato Defs.’Loc. R. 56(a)1
Stmt. at 1-2.) Ms. Fraser testified in her deposithat “to the best of her recollection” she
began taking Prempro when she was 49 or 50 yedr;n0l995 or 1996, after it was

prescribed to her by her gynecologist, Dr. Tesdlargaret Fraser Dep., Ex. J to Defs.’
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56(a)l Stmt. at 132:11-134:19), and that she caetrtaking Prempro until September,
2001 {d. at 165:22—-166:23).

A. Prempro Labeling

The Prempro labelfirst appearing in the 1996 Riysis Desk Reference, approved
by the FDA, included the following as its first epin the “Warnings” section:

Breast cancerSome studies have reported a moderately increasedf
breast cancer (relative risk of 1.3 to 2.0) in #ha@gomen on estrogen
replacement therapy taking higher doses, or ingasng lower doses for
prolonged periods of time, especially in excesBlojears. The majority of
studies, however, have not shown an associatievomnen who have ever
used estrogen replacement therapy.

The effect of added progestins on the risk of kdreaacer is unknown,
although a moderately increased risk in those tpkaombination
estrogen/progestin therapy has been reported. Gtilndies have not shown
thisrelationship. In a one year clinical triafRREMPRO, PREMPHASE and
Premarin alone, 5 new cases of breast cancer vateetdd among 1377
women who received the combination treatments enolnew cases were
detected among 347 women who received Premarinealdhe overall
incidence of breast cancer in this clinical triakd not exceed that expected
in the general population.

Women on hormone replacement therapy should hayelare breast
examinations and should be instructed in breastes@mination, and
women over the age of 50 should have regular mamanuog)

(Prempro PDR Label 1996, Ex. 131 to PIs.’ Loc. &{a)2 Stmt. at 2803—04.) Beginning in
1997, the label added the following warning undher ‘Breast cancer” heading:

In the three year clinical Postmenopausal Estrég@gestin Intervention
(PSPI) trial of 875 women to assess differencesmanptacebo, unopposed
Premarin, and three different combination hormdreedpy regimens, one
(1) new case of breast cancer was detected indahelm group (n=174), one
in the Premarin alone group (n=175), none in tdiooious Premarin plus
continuous medroxyprogesterone acetate group ()=aiid two (2) in the
continuous Premarin plus cyclic medroxyprogester@eetate group
(n=174).



(Prempro PDR Label 1997, Ex. 132 to Pls.’ 56(a)g@tSat 2906-07.)
The Prempro Package Insert stated under “Riskstobg§ens and/or Progestins”:

Cancer of the breasMost studies have not shown a higher risk of breast
cancer in women who have ever used estrogens. Hoygame studies have
reported that breast cancer developed more offeto(iwice the usual rate)
in women who used estrogens for long periods dé{iespecially more than
10 years), or who used high doses for shorter pereods. The effects of
added progestin on the risk of breast cancer deeawn. Some studies have
reported a somewhat increased risk, even higher tha possible risk
associated with estrogens alone. Others have negul&® Dbreast
examinations by a health professional and montéifiyexamination are
recommended for all women. Regular mammogramssamemmended for
allwomen over 50 years of age.

(Id. at 3.)

B. Ms. Fraser's Use of Prempro and Cancer Diagnosis

When asked at his deposition what recollectiondtedbout his treatment and care
of Ms. Fraser, Dr. Tesoro testified: “l can't recadly much.” (Tesoro Dep., Ex. | to Defs.’
56(a)l Stmt. at 46:21-47:9.) However, on bothalieend cross examination, Dr. Tesoro
reviewed and was asked questions regarding theingidabels for Prempro. After
reviewing the warning label contain in the PDR, Desoro agreed that he was aware of the
information on the warning label at the time hesprived Prempro to Ms. Fraser, and that
he was aware of “the moderate increased risk” de=gin the label. I1¢. at 51:15-53:20.)
Dr. Tesoro also agreed that he would “[a]bsoluteliscuss with a patient the risks of
hormone therapy, including “the moderate increasskl of breast cancer.” Id. at
55:19-56:1.) With respect to the package insertTBsoro testified that the information

contained in the “cancer of the breast” section lddp]ossibly” indicate to a patient that



she should be aware of the risk of breast canceocaged with Prempro. Id. at
58:22-59:16.)

Dr. Tesoro also testified that the first two sent=naf the breast cancer warning in
the Prempro label were “a little confusing” becatis@ne way they're saying that there is
[a risk] if you use it for excess of ten years, @&isdalking about other studies but they don't
outline those studies.”ld. at 102:21-103:11.) He then agreed that “[b]y stativag the
majority of studies show no risk,’ [the label] was reassuring that the risks were minimal
if not absent.” Id. at 103:12-16.) Dr. Tesoro further testified tha¢ hext part of the
label—which stated “The effect of added progestim$he risk of breast cancer is unknown,
although a moderately increased risk in those takiombination estrogen/progestin
therapy has been reported. Other studies havénpuirsthis relationship”™—was “sort of a
double—edged sword, confusing,” and that it did pratvide any actual warning of breast
cancer. d. at 103:17-104:17.) He also agreed that the seatiarthe warning “The overall
incidence of breast cancer in this clinical triakd not exceed that expected in the general
population” reassured him that “there is not reallybreast cancer risk.” Id. at
104:18-105:20.)

Ms. Fraser testified that in prescribing Prempraohfer, Dr. Tesoro told her that it
‘was a safe alternative to my hot flashes, and ithabuld help with [vaginal] dryness.”

(Margaret Fraser Dep. at 137:13-138:10.) Shdiaskthat she based her decision to take

! These sentences read: “Some studies have regomedierately increased risk of
breast cancer (relative risk of 1.3 to 2.0) in tha®men on estrogen replacement therapy
taking higher doses, or in those taking lower déimggrolonged periods of time, especially
in excess of 10 years. The majority of studies, é@r, have not shown an association in
women who have ever used estrogen replacemenpther@rempro PDR Label 1996 at
2803.)



Prempro on Dr. Tesoro’s advice rather than anyqa4datr advertisements for Prempro and
that she continued to take it because “[i]t waskivtg . . . and because my doctor felt it was
safe.” (d. at 140:13-145:10.) Ms. Fraser added, howevet gtihgertisements “enhanced”
her decision to continue taking Premprtd. &t 145:11-13.)

Ms. Fraser did not recall having any discussiom\lit. Tesoro regarding the risks
associated with Prempro but added: “Knowing Dr.ofesand knowing how he took care
of me, he would—if it was unsafe, he would tellingd. at 138:25-139:18.) Ms. Fraser also
testified that she relied on Dr. Tesoro’s knowledgdeciding to take, and continuing to
take, Prempro and that she “depended on him toddtnow if there was any harm that was
going to come to me,” but added “[i]f there hadréege, black, bold don't take this, it's
going to cause cancer or it may cause cancer, lldvaot have taken it.” I¢. at
141:16-142:6.) She also stated that she “may haael'the patient insert for Prempro and
explained with respect to what could have led beaetad the insert:

Well, one ofthe things might have been what waingde led me was if it was
in bold letters, if there was something that sasttia effect might be, that it
would be harmful, or that it could cause an illn@ssause cancer, | would
read it. Ifit was bold, it was written that boldiBut | didn't read anything.

| dont remember reading anything. 1 dont rememieading that. | would

not have taken it if | thought | was going to be hadnby it. | trusted the
drug maker and | trusted my doctor.

(Id. at 162:13-163:2.)

Ms. Fraser testified that she took Prempro from 1898996 until September 11,
2001, the day after she had a mammogram that ssveddnormal results. Id; at
165:22—-166:23.) Dr. Ken Kern performed a steraatdiopsy on Ms. Fraser in October

2001 and diagnosed her with breast canddra{ 167:22—170:3.) Dr. Kern then performed



a lumpectomy on Ms. Fraser in November 2001, anel rgteived six months of
chemotherapy beginning in January 2002 and radighierapy beginning in August 2002.
(Id. at 175:23-181:2.) After completing radiation @y, Ms. Fraser took Tamoxifen for
two—and—a—half years and then Aromasin for two—anrtalf years.I(. at 181:3—-182:24.)
At the time of her deposition, Ms. Fraser was cafree and no longer taking any cancer
medications. Ifl. at 182:25-183:25.)

C. Risk of Cancer Associated with Prempro

Of the 43 studies regarding the risk of breast eamssociated with the use of
estrogen and progestin between 1979 and the Woidealgh Initiative (“WHI”) published
on July 9, 2002, which concluded that the heattksrof combined estrogen plus progestin
exceeded the benefits (WHI Study, Ex. 16 to P&a}? Stmt.), 32 of them concluded that
there was an increased risk of breast cancer assedcwith combined estrogen plus
progestin therapy.SeeStudy Chart, Ex. 145 to Pls.’56(a)2 Stmt.)

On October 17,1994, an internal Wyeth memorandom Suzanne Joyner to John
Leone statesthat Dr. Trudy Bush “reported thaa éfatm Katherine Fletcher at the National
Cancer Institute, in a retrospective study conduatetthe 70's saw an increased risk of
breast cancer in women on HRT any dose as compaiEeT.” (10/17/94 Wyeth Memo,
Ex. 82to Pls.’56(a)2 Stmt.) On July 15, 1995, Graham Colditz published an article in the
New England Journal of Medicine that concluded ttnat risk of breast cancer “was
significantly increased among women who were cutyersing . . . estrogen plus progestin
... as compared with postmenopausal women whabaer used hormones.” (Colditz

Study, Ex. 83to PIs.’56(a)2 Stmt.) Dr. Coldiestified during his deposition that when he



discussed the results of his study with Wyethh#t} basically didnt want to hear what we

were finding.” (Colditz Dep., Ex. 85 to PIs.’ 5¢2s5tmt. at 805:11—-20.)

In August of 2000, Dr. Susan Allen, Director of Reguctive and Urologic Drug

Products at the FDA, wrote to Joseph Sonk, Senioecibr of Women'’s Health Care

Products at Wyeth, informing him that the Warniraged Precautions sections of the

Prempro labeling were “being reviewed in accordawté the updated information

regarding” the risk of breast cancer. (Allen Lettex. 105 to Pls.’56(a)2 Stmt. at 1.) Dr.

Allen requested the following change to the breastcer warning on the Prempro label:

(1d.)

While some epidemiologic studies suggest a veryeabiuhcrease in breast
cancer risk for estrogen alone users versus nons;uwber studies have not
shown any increased risk. The addition of progesti estrogen may
increase the risk for breast cancer over that nomtetbn—hormone users
more significantly (by about 24-40%), although tlssbased solely on
epidemiologic studies, and definitive conclusionsaih prospective,
controlled clinical trials.

Women with a uterus who are candidates for longatanse of
estrogen/progestin therapy should be advised efy@t benefits and risks
(including the potential for an increased risk oédst cancer).

D. Changes in Prempro Labeling

The Prempro labelin the 2010 PDR contains thevwatig warning regarding breast

cancer:

The most important randomized clinical trial prawiglinformation about
this issue in estrogen plus progestin users is tam#h’s Health Initiative
(WHI) substudy of daily conjugated estrogens (CBE28. mg) plus
medroxyprogesterone acetate (MPA 2.5 mg). In ttregsn plus progestin
substudy, after a mean follow—up of 5.6 yearsyti substudy reported an
increased risk of breast cancer in women who taoly €E/MPA. In this
substudy, prior use of estrogen alone or estrolyesywogestin therapy was



reported by 26 percent of the women. The relatskeof invasive breast
cancer was 3.24 (96 percent nominal confidencevatgrCI} 1.01-1.540,
and the absolute risk was 41 versus 33 cases 0l@omen-years, for
estrogen plus progestin compared with placebo, rasplyc Amongwomen
who reported prior use of hormone therapy, thetivelaisk of invasive
breast cancer was 1.86, and the absolute risk @agréus 25 cases per
10,000 women—years, for estrogen plus progestinpeoad with placebo.
Among women who reported no prior use of hormomedpy, the relative
risk of invasive breast cancer was 1.09, and tkelate risk was 40 versus 36
cases per 10,000 women-years for estrogen pluggtingcompared with
placebo. In the same substudy, invasive breastecarwere larger and
diagnosed at a more advanced stage in the CE/MR#Apgrompared with
the placebo group. Metastatic disease was ratte nei apparent difference
between the two groups. Other prognostic facteugh as histologic
subtype, grade and hormone receptor status didliffet between the
groups. (See Clinical Studies.)

The results from observational studies are geryaaifisistent with those of
the WHI clinical trial. Observational studies hal®o reported an increased
risk of breast cancer for estrogen plus progestiarapy, and a smaller
increased risk for estrogen alone therapy, afteratyears of use. The risk
increased with duration of use, and appeared tomeb baseline over about
5 years after stopping treatment (only the obs@mwat studies have
substantial data on risk after stopping). Obs&rmal studies also suggest
that the risk of breast cancer was greater, ananbe@pparent earlier, with
estrogen plus progestin therapy as compared togestralone therapy.
However, these studies have not found significamtation in the risk of
breast cancer among different estrogens or amdfegedit estrogen plus
progestin combinations, doses, or routes of aditmatien.

(Prempro PDR Label 2010, Ex. 87 to Pls.’ 56(a)2tSan3553-54.)

After reviewing this label during his depositiorr,. Desoro testified that if he had alll
ofthis information at the time he prescribed Preotp Ms. Fraser, “l would have probably
given her less of an option to go on it if she dig4f she continued to want to go on it she
would have to be willing to agree that these sffbets and symptoms possibly could occur.”

(Tesoro Dep. at 138:2-139:14.)



Dr. Cheryl Blume, whom Ms. Fraser has named askgert pharmacologist to
opine on Wyeth's labeling, concludes that “[b]aseithdormation provided in the literature,
foreign databases, clinical studies, cancer regstaand FDA records, there were ample
signals available to Wyeth demonstrating a breaster risk with its hormone therapy
drugs but Wyeth chose to not conduct adequate efudi define this risk.” (Blume
Summary of Testimony, Ex. 151 to PIs.’56(a)2 Stani21.) Dr. Blume further opines:

From at least 1975 to 2002, Wyeth failed to adegjyavarn prescribing
doctors, practitioners and patients that the hasfaremarin and MPA
outweighed the benefits for many, if not most, wome. . [D]ata and
information linking estrogen and/or estrogen/progestewith endometrial
cancer, breast cancer and cardiovascular events girer known or
knowable to Wyeth years before inclusion of thesats in the U.S. labeling.
. . . Doctors and patients were denied this infadromabecause Wyeth,
through both its actions and failure to act, dedayisclosure of these issues.

(Id. at 58.)
Il. Discussiory?

Defendants move for summary judgment in their favoal of Plaintiffs’ claims,
arguing 1) that the CPLA provides the exclusive edgynagainst a product seller and thus
Plaintiffs’ failure to warn, strict liability, neglence, misrepresentation, and punitive

damages claims (Counts One—Five) are impropergdpdnd should be dismissed and

2“Summary judgment is appropriate where, constralhayidence in the light most
favorable to the non-moving partygabon v. Wright459 F.3d 241, 247 (2d Cir. 2006), “the
pleadings, the discovery and disclosure materralde and any affidavits show that there
IS no genuine issue as to any material fact andtbieamovant is entitled to judgment as a
matter of law,” Fed. R. Civ. P. 56(c)(2). An issu'fdaat is “material” if it “might affect the
outcome of the suit under the governing law,” antenuine” if “a reasonable jury could
return a verdict for the nonmoving party” basedtoAnderson v. Liberty Lobby, Ind77
U.S. 242, 248 (1986). “Unsupported allegations @b ereate a material issue of fact.”
W einstock v. Columbia Unj\224 F.3d 33, 41 (2d Cir. 2000).

9



Plaintiffs’breach of implied and express warraclayms (Counts Six and Seven) cannot be
asserted in addition to CPLA claims and thus shbaldismissed; 2) that Wyeth’s warnings
were adequate as a matter of law and Plaintiffacaprove proximate cause; 3) that they
are entitled to summary judgment on any designatiefaims because strict liability and
negligence claims premised on design defect aretéény Comment (k) of the Restatement
(Second) of Torts § 402A and because Plaintiffsncarprovide sufficient evidence of a
design defect; 4) that Plaintiffs’ punitive damagksms must fail if summary judgment is
granted in Defendants’favor on Plaintiffs’oth&ims; 5) that Plaintiffs’breach of warranty
claims should be dismissed because they are bhayréde CPLA, because the breach of
implied warranty claim is duplicative of Plaintifidesign defect claims, and because
Plaintiffs cannot establish the breach of an expremranty; 6) that Plaintiffs' CUTPA
claims should be dismissed because the CPLA silbeemedy for products liability claims;
7) that Plaintiffs’ loss of consortium claim shoudé dismissed if summary judgment is
granted as to Plaintiffs’other claims; and 8) talaPlaintiffs’ claims fail as a matter of law
for lack of expert evidence showing that Prempnssed Ms. Fraser’s breast cancer.

A. Proper Pleading Under the CPLA

Defendants argue that because the CPLA providexttesive remedy for products
liability claims and requires that all claims be bght under one unified count, Plaintiffs’
individual counts for failure to warn, strict lidiby, negligence, misrepresentation, punitive
damages, and breach of implied and express warshotyd be dismissed. Plaintiffs object
to Defendants’ “hyper—technical’ interpretationtbé pleading requirements under the
CPLA, and askthe Court to treat the claims unldeGPLA “as one unified product liability

claim, with theories of recovery pled in separaterds.” (Opp’n [Doc. # 127] at 24.)

10



Although the CPLA provides the exclusive remedypicyduct liability claims, it was
“not meant to alter the substance of a plaintiifghts,” W alters v. Howmedica Osteonics
Corp, 676 F. Supp. 2d 44, 48 (D. Conn. 2009) (quotialylontagne v. E.I. DuPont De
Nemours & Co., In¢41 F.3d 846, 855 (2d Cir. 1994)), and it “doespreempt all common
law theories of product liability; rather, the CRIbars separate common law causes of
action in product liability casesijd. (quotingDensberger v. United Technologies Cog27
F.3d 66, 70 (2d Cir. 2002)). A plaintiff bringimgcause of action under the CPLA therefore
retains the right to allege traditional theoriesamovery under one unified CPLA claithal.

The CPLA permits Plaintiffs to allege failure tonwastrict liability, negligence,
misrepresentation, punitive damages, and breadmplfed and express warranty, but
requires that each of the allegations be broughkieua single CPLA claim. Rather than
reading the pleading requirements under the CPLUBatothe constituent common law
allegations that make up Plaintiffs’ CPLA claimtsetCourt will instead read the first seven
counts of the Complaint to constitute a single CRI#&im broken up into individual
common law theories of products liability.

B. Adequacy of the Warnings

Defendants argue that they are entitled to sumnualgment in their favor on
Plaintiffs’ failure to warn, strict liability, neglence, misrepresentation, punitive damages,
and breach of warranty claims, which are all basedllegations that Wyeth failed to warn
Ms. Fraser about breast cancer risk, because theings on the Prempro label were
adequate as a matter of law. Under Connecticutddiroduct seller” may be liable for
harm caused by a defective product for which adegwarnings or instructions were not

provided. Conn Gen. Stat. § 52-57&s Montagnon v. Pfizer, In634 F. Supp. 2d 459, 462

11



(D. Conn. 2008). Factors relevant to the adequatlyeofvarnings for a defective product
include: “(1) The likelihood that the product wowlause the harm suffered by the claimant;
(2) the ability of the product seller to anticipatehe time of manufacture that the expected
product user would be aware of the product risll, e nature of the potential harm; and
(3) the technological feasibility and cost of wargs and instructions.” Conn. Gen. Stat.
§ 52-572q(b).

The learned intermediary doctrine, as recognize@daynecticut law, provides:

[Aldequate warnings to prescribing physicians otevithe need for
manufacturers of prescription products to warmudtie consumers directly.
The doctrine is based on the principle that prbsogi physicians act as
“learned intermediaries” between a manufacturer andsumer and,
therefore, stand in the best position to evalugtateent’s needs and assess
[the] risks and benefits of a particular courseredtment.

Vitanza v. UpJohn Cp257 Conn. 365, 376 (2001) (internal citationstbeai). Generally,
where a prescribing physician is made aware ofigheof the particular injury suffered by
a plaintiff, the product seller has satisfied it$ydto adequately warisee Goodson v. Searle
Labs, 471 F. Supp. 546,549 (D. Conn. 1978), howeveavanly broad or confusing warning
may not sufficiently alert the prescribing physitiaf the specific risk faced by a plaintiff.
De Souza v. Tap Pharm., In8:03cv2247 (MRK), 2006 WL 1328754, *1 (D. ConanJ3,
2006).

Courts have held that the “mere mention of a passipliry . . . is not necessarily
adequate” and an equivocal warning may not be atedgo convey the risk created by a
particular drug. Thom v. Brisol-Myers Squibb C&53 F.3d 848, 853 (10th Cir. 2003)
(holding that the warning in the package inserttlfee drug Serzone indicating “only that

rare reports’ of priapism were temporally assoediwith Serzone . .. [and] that a ‘causal

12



relationship [of priapism] to nefazodone has narbestablished” fell “well short” of an
adequate warninggee also Stahlv. Novartis Pharm. Co883 F.3d 254, 267 (5th Cir. 2002)
(“[A] mere reference to an adverse effect is natassarily an ‘adequate warning.Brony

v. Alza Corp.913 F. Supp. 195, 200 (S.D.N.Y. 1995) (findingttkeven though warnings
included with Duragesic patches “were generallydigh” and stated that they should be
kept away from children, areasonable jury could fhat they were inadequate because they
were incomplete in that they did not state thatl mrgestion could result in death, and
because the treating physician attested that hendidunderstand that used patches
contained narcotic residue and an expert in phaologg attested that the warnings “did
not adequately inform users of the potential dasg@em used patches”).

Defendants argue that the FDA—approved label dirteeMs. Fraser began taking
Prempro was adequate in that it specifically waraotthe exact injury suffered by Ms.
Fraser: breast cancer. Although the label contawvarning entitled “Breast cancer,” that
warning contains the following equivocal languagecaerning the relationship between
Prempro and breast cancer: “The effect of addedgstons on the risk of breast cancer is
unknown, although a moderately increased risk iroseéh taking combination
estrogen/progestin therapy has been reported. Ogheties have not shown this
relationship.” (Prempro PDR Label 1996 at 2803)-04. Tesoro, who prescribed Prempro
to Ms. Fraser, upon reviewing the label, testifiedt the warning reassured “that the risks
[of breast cancer] were minimal if not absent.’e¢®ro Dep. at 103:12-105:20.) He also
described the warning as confusingd. @t 102:21-104:17.) Dr. Tesoro later added that if
he had all of the information ultimately availablethe 2010 warning for Prempro at the

time he prescribed the drug to Ms. Fraser, he whalk “probably given her less of an

13



option to go on it,” and would only prescribe M. Fraser were willing to agree to the

heightened risk of breast canceid. @t 138:2—-139:14.) Dr. Blume, Ms. Fraser’s expert
pharmacologist, has opined that Wyeth knew or shbale known of the heightened risk

of breast cancer associated with Prempro “yeams ®diclusion of these events in the U.S.
labeling” and that Wyeth failed to adequately wphysicians and patients of these risks.
(Blume Summary of Testimony at 58.)

Areasonablejury,takinginto account Dr. Tesoaod Dr. Blume'stestimony, could
find that the mention of breast cancer in the @8 npro label was inadequate to warn Dr.
Tesoro of the risk of breast cancer associatedigmpro. The equivocal language in the
warning could be interpreted to fall short of Wyetdhuty to warn.See Thom353 F.3d at
853. Plaintiffs’counsel posited at oral argumtdyattVitanzarecognized several exceptions
to the learned intermediary doctriseg257 Conn. at 393—-94, however the Court need not
explore these exceptionsdganzamakes clear that ondequatevarnings obviate the
need for drug manufacturers to directly warn constemThere is sufficient evidence here
for a reasonable jury to find that Wyeth did noequately warn Dr. Tesoro of the risk of
breast cancer associated with Prempro.

In arguing that they adequately warned of theafdkreast cancer, Defendants rely
on three cases in which other courts found thatttweas entitled to summary judgment
in its favor that the Prempro warnings were adegaata matter of law. IBrowningv.
Wyeth, Inc.831 N.Y.S.2d 804, 804 (N.Y. App. Div. 2007), thew York Supreme Court,
Appellate Division, upheld summary judgment in Wygtavor and held that the Prempro
warning “portrayed with ‘sufficient intensity thresks involved in taking the drugs”and that

“the conclusory opinion of plaintiff's expert wassufficient to raise an issue of fact.” In

14



Kaufman v. Wyeth, LL®lo. 1:02—cv—22638, slip. op. at 10-11 (S.D.Aag. 15, 2011), the
Southern District of Florida found that “Plaintiffust offer expert testimony to prove the
inadequacy of the warning to appraise [her presggiphysician] of the increased risk that
Plaintiff says was caused by her use of Prempro,tarduse the court had excluded the
testimony of the only expert the plaintiff offereal provide such testimony, Wyeth was
entitled to summary judgment in its favor on thapiiffs inadequate warnings claims. In
Bailey v. Wyeth, Inc—A.2d—, 2008 WL 8658571, *23 (N.J. Super. Ct. LBw. July 11,
2008), the New Jersey Superior Court found thattWweas entitled to summary judgment
in its favor on the plaintiffs inadequate warningaims because the FDA approved the
Prempro label, and there was no evidence that Wiggtntionally withheld any risk
information from the FDA.

Unlike in those three cases, Plaintiffs here hawated to genuine disputes of
material fact regarding the adequacy of the warsaaogitained in the Prempro labeling. Dr.
Tesoro has testified that, upon reading the Prergad, he found it to be confusing and
equivocal as to the risk of breast cancer assatwith Prempro and Dr. Blume has opined
regarding the misleading nature of the Prempro imgrnin addition, although the FDA
approved the Prempro label, “the manufacturer besssonsibility for the content of its
label at all times. It is charged both with cnadfian adequate label and with ensuring that
its warnings remain adequate as long as the drog ke market."Wyeth v. Levineb55
U.S. 555, 570-71 (2009). Evidence in the recordccallow reasonable jurors to conclude
that Wyeth failed to adequately warn both Dr. Tesand Ms. Fraser of the risk of breast

cancer associated with Prempro. The learned irdérany doctrine therefore does not bar

15



Plaintiffs’ claims, and the Court declines to fititht Wyeth's warnings were adequate as a
matter of law.

C. Proximate Cause

Defendants also argue that they are entitled toxsamjudgment on all of Plaintiffs’
failure to warn claims on the ground that Plaistifinnot establish proximate cause because
they cannot show that different warnings would helwanged Dr. Tesoro’s decision to
prescribe Prempo to Ms. Fraser, or that Ms. Fnaseild not have used Prempro had the
warnings been different. However, both Dr. Tesamd Ms. Fraser testified that different
warnings would have altered their decision—makimg actions. Dr. Tesoro testified that
if he had all of the information regarding breastcer risk contained in the 2010 Prempro
label when he prescribed Prempro in 1995 or 1986wlould have probably given [Ms.
Fraser] less of an option to go on it” and woulgéhprescribed it only if she were “willing
to agree that these side effects and symptomshipssiuld occur.” (Tesoro Dep. at
138:2-139:14.) Ms. Fraser testified that she tdiated relied on Dr. Tesoro in deciding to
take Prempro, and that “[i]f there had been hugekblaold dont take this, it's going to
cause cancer or it may cause cancer, | would nottakea it.” (Margaret Fraser Dep. at
141:16-142:6.) Thereistherefore evidence ing¢herd from which areasonable jury could
infer that if different warnings had been providéd, Tesoro would have changed his
approach in recommending Prempro to Ms. FraserthatdMs. Fraser would not have
taken Prempro had Dr. Tesoro advised her diffeyemccordingly, Defendants are not
entitled to summary judgment in their favor that éh)s warnings did not proximately

cause Ms. Fraser’s injuries.
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D. Design Defect Claims

Defendants argue that “[t]o the extent Plaintgfsict liability and negligence claims
sound in defective design, they are not cognizalslder Connecticut law because
Connecticut has adopted Comment (k) of Section 402he Restatement (Second) of
Torts, which expressly exempts unavoidably unsebelpcts from design defect claims.”
(Mem. Supp. [Doc. # 115] at 23.)

Comment (k) to Section 402A reads in part: “Thereesome products which, in the
present state of human knowledge, are quite indapébeing made safe for their intended
and ordinary use. . . . Such a product, propergpared, and accompanied by proper
directions and warning, is not defective, nor isntreasonably dangerous.” Rest. (2d) of
Torts 8§ 402A cmt. k. In order for a manufactueavoid liability under Comment (k), the
unavoidably unsafe product must be accompaniegtoper directions and warningSee
Vitanzg 257 Conn. at 375-76. As discussed above, thergemuine factual questions as
to whether Wyeth's Prempro warnings were adequhegefore Comment (k) does not
operate to exempt Wyeth from liability on Plairgifiesign defect claims at this stage.

Defendants also argue that they are entitled tonsary judgment on Plaintiffs’
design defect claims because Plaintiffs do not hay@admissible expert evidence to support
their failure to test claim or any evidence to soigpheir alternative design claims, claiming
that the expert opinions of Drs. Blume, Austin, afiley are inadmissible. Under
Connecticut law, however, Plaintiffs are not reqdito prove either failure to adequately
test Prempro or a safer alternative design to sdcoa their design defect claims. To
prevail on a design defect claim a plaintiff “musbye that the product is unreasonably

dangerous.”Potter v. Chicago Pneumatic Tool C241 Conn. 199, 214 (1997) (quoting
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Giglio v. Conn. Light & Power Cp180 Conn. 230, 234 (1980)). Unreasonably danggeio
defined under Connecticut law using the “consumpeetation” standard, “which provides
that the article sold must be dangerous to anngxteeyond that which would be
contemplated by the ordinary consumer who purchiasegh the ordinary knowledge
common to the community as to its characteristitd.’at 214-15 (quoting Restatement
(Second) of Torts 8 402A, cmt. (i).) This standdogs not require Plaintiffs to prove “the
existence of areasonable alternative design iardadprevail on a design defect claind’
at 215.

The Connecticut Supreme Court heldPotter.

In our view, the feasible alternative design regonent imposes an undue
burden on plaintiffs that might preclude otherwiséid claims from jury
consideration. Such a rule would require plaisttth retain an expert
witness even in cases in which lay jurors can riafelesign defect from
circumstantial evidence. Connecticut courts, howelk@ave consistently
stated that a jury may, under appropriate circuntss, infer a defect from
the evidence without the necessity of expert testiyno

Id. at 217-18. The court further held that in insesiavolving “complex product designs
in which an ordinary consumer may not be able tonfe@xpectations of safety,” the
consumer’s expectations may be viewed in lightegésal factors:

[T]he relevant factors that a junyayconsider include, but are not limited
to, the usefulness of the product, the likelihoad severity of the danger
posed by the design, the feasibility of an altemeatesign, the financial cost
of an improved design, the ability to reduce thedurct's danger without

impairing its usefulness or making it too expensarmred the feasibility of

spreading the loss by increasing the product’spric. The availability of a

feasible alternative design is a factor that tlagpiff may, rather than must,
prove in order to establish that a product’s rslisnreigh its utility.

Id. at 219-221.
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As set forth inPotter, to prevail on their design defect claims, Pldis'theed not
present evidence of a safer alternative designsrtbere any one particular type of evidence
that Plaintiffs must present to successfully dentrate that Prempro was dangerous to an
extent beyond that contemplated by the ordinaryseorer. In arguing that Plaintiffs
cannot prevail on their design defect claims withexidence of a safer alternative design,
Defendants rely oBrockert v. Wyeth Pharmaceuticals, 287 SW.3d 760, 770-71 (Tex.
App. 2009), in which the Texas Court of Appealsiiibkat claims that Prempro should have
not been composed of progestin plus estrogen nistead would have been safer if it had
been an entirely different product, was not a fdasilternative design claim and thus the
plaintiffs design defect claim was fatally flawetlnder Texas law, however, ‘[a] plaintiff
must prove that there is a safer alternative dasigecover under design—defect theory.”
Id. at 769.Pottermakes clear that this is not the case under Cdicoetaw.

Defendants’ attacks on Plaintiffs’ theories as {teraative design and the
admissibility of their expert evidence on that partar argument, as well as their failure to
test argument, therefore do not defeat Plaintd&ssign defect claims. Accordingly,
Defendants are not entitled to summary judgmenlh@r favor on these claims.

E. Punitive Damages Claims

Defendants argue that they are entitled to distadsaintiffs’ punitive damages
claimsifsummaryjudgmentis awarded on Plairitfiser causes of action because punitive
damages are not available where no liability exi8sdiscussed above, Defendants are not
entitled to summary judgment in their favor on Pldis’ other causes of action, therefore

they are not entitled to summary judgment on Pilfshpunitive damages claims.
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F. Breach of Warranty

Defendants argue that Plaintiffs’ breach of expneassranty claim should be
dismissed because 1) Plaintiffs have identifiedspecific statement regarding safety
supporting this claim; 2) nowhere in its labeling promotional materials did Wyeth
“‘warrant or otherwise guarantee that taking Prempas risk—free”; 3) statements in
warning labels do not create warranties becausetiean ot made to induce purchase ofthe
product; and 4) neither Ms. Fraser nor her presugibhysician relied on any of Wyeth'’s
statements in deciding to take or prescribe Prempiem. Supp. at 31-34.) Plaintiffs
respond that there is ample evidence in the sumjudgyment record that Wyeth expressly
warranted in its labels that most scientific stgdiesearching estrogen plus progestin
therapy showed no increased risk of breast camzktheat these promises became “part of
the basis of the bargain” between Wyeth and Msdra

An express warranty can be created by a sellepodduct in any of the following
ways:

(a) Any affirmation of fact or promise made by da&dler to the buyer which
relates to the goods and becomes part of the bfatie bargain creates an
express warranty that the goods shall conforméatfirmation or promise.
(b) Any description of the goods which is made pErthe basis of the
bargain creates an express warranty that the gsloalsconform to the
description. (c) Any sample or model which is mpdet of the basis of the
bargain creates an express warranty that the whiotbe goods shall
conform to the sample or model.

Conn. Gen. Stat. § 42a-2-313. In their Opposititiaintiffs identify the specific statement
that serves as the basis for their breach of egpvaganty claim: Wyeth's statements in the

Prempro labeling that most scientific studies shtbm@increased risk of breast cancer from
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estrogen plus progestin therapy. Plaintiffs cléms as the basis of the bargain between
Wyeth and Ms. Fraser.

However, adrug manufacturer’srepresentationvuedding or awarning label that
a product is safe or effective, or an advertisenoemtarning label that does not adequately
highlight a particular known or knowable risk doest create an express warranty in the
absence of a guarantee that the particular praddrete from all harmful side effectSee
Basko v. Sterling Drug, Inc416 F.2d 417, 428 (2d Cir. 1969) (although tlseésof strict
liability for defendant’s failure to warn plaintidif the risk of chloroquine retinopathy from
the drugs Aralen and Triquin was a jury questiolajmiff was not entitled to a jury
instruction on express warranty because defend#idtriot represent either (1) that its
drugs were free from all harmful side effects gQrtfiat its drugs were absolutely harmless’);
In re Medidia Prods. Liab. Litig328 F. Supp. 2d 791, 818 (N.D. Ohio 2004) (urleio law,
which applies the same express warranty standaf@basecticut law, “asserting that a
product is ‘safe and effective’ is not sufficientilear to create an express warranty”).
Wyeth's warning that some studies show a moderatefgased risk of breast cancer from
estrogen plus progestin therapy, but most do soipt a guarantee that a Prempro is free
from all harmful side effects; to the contrarydckaowledges at least some risk. Although
there is a factual dispute as to whether Wyeth aaltedy informed physicians and patients
of the extent of that risk, Wyeth’s statementshe tvarning do not create an express
warranty. Defendants’ motion for summary judgmasto Plaintiffs’ breach of express

warranty claim is therefore granted and Count Sefe¢he Complaint is dismissed.
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G. CUTPA Claims

Defendants argue that they are entitled to sumindgment on Plaintiffs CUTPA
claims, Count Eight of the Complaint, because a pfamay not pursue damages under
CUTPA for a claim governed by the CPLA. AccordingConn. Gen. Stat. 8§ 52-572n, “[a]
product liability claim as provided in sections B820a, 52-240b, 52-572m to 52-572q,
inclusive, and 52-577a may be asserted and shalliee of all other claims against product
sellers.” This provision bars CUTPA claims thasas$ that a defendant’s product is
defectively designed or that the defendant faibeddrn properly about a defective product.
Hurley v. Heart Physicians, P.C278 Conn. 305, 324 (2006). Defendants’ motion fo
summary judgment as to Plaintiffs CUTPA claim#hsrefore granted and Count Eight of
the complaint is dismissed.

H. Loss of Consortium

Defendants move for summary judgment on Plaintiéiss of consortium claim,
Count Nine of the Complaint, on the ground thas lafconsortium is a derivative cause of
action under the CPLA and that ifsummary judgmegtanted as to Plaintiffs’other CPLA
claims, the loss of consortium claim should be assed. As discussed above, Defendants
are not entitled to summary judgment in their famorPlaintiffs’ CPLA claims. Therefore,
Defendant’ motion for summary judgment on CountéNimdenied.

l. Evidence Showing Prempro Caused Ms. Fraser's Caec

Defendants lastly move for summary judgment orofaPlaintiffs’ claims on the
ground that Ms. Fraser’s contemporaneous mediaaideshow she only took Prempro for

three years, yet allher experts are able onlgtfy regarding the impact of taking Prempro
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for five years on Ms. Fraser’s breast cancer. nffts argue that the length of time Ms.
Fraser took Prempro is a material fact in dispute.

Dr. Tesoro does not have Ms. Fraser’s medical d=xcbecause he shredded them in
2008 or 2009 (Tesoro Dep. at 9:5-12:14), howeves, Maser testified that she took
Prempro from 1995 or 1996 until September 200&ra(d of at least five years. Although
“[i]t is Wyeth's position that Plaintiffs cannot pve more than three years of Prempro use”
(Mem. Supp. at 36 n.84), Defendants do not poinang evidence in the record that
definitively establishes that Ms. Fraser took Premrfpr only three years. On her Fact Sheet
submitted to the MDL court as a part of this cde, Fraser indicated that she first used
Prempro on November 19, 1998 and last used PremprSeptember 11, 2001. This
conflicts with her deposition testimony, but does establish that Ms. Fraser in fact took
Prempro for only three, rather than five, yearsve® this factual dispute, Defendants’
motion for summary judgment on all Plaintiffs’ ¢fas on the basis of the length of time Ms.
Fraser took Prempro is denied.
lll.  Conclusion

For the reasons stated above, Defendants’motion.#113] is GRANTED in part
and DENIED in part. Counts Seven and Eight of then@laint are dismissed. All other
Counts remain for adjudication.

IT 1ISSO ORDERED.

/s/
Janet Bond Arterton, U.S.D.J.

Dated at New Haven, Connecticut this 6th day ofdfiaR012.
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