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I. INTRODUCTION 
 
 Failing to heed the admonition of Senior Third Circuit Judge Ruggero J. 

Aldisert — who has literally written the book on effective appellate advocacy — the 

petition for allowance of appeal that the Wyeth defendants have filed asks this 

Court to grant review of a whopping five separate issues, the first one of which 

contains three sub–issues. As this Court stated in Commonwealth v. Ellis, 534 Pa. 

176, 626 A.2d 1137 (1993): “We concur with the view of an eminent appellate jurist, 

Judge Ruggero Aldisert, that the number of claims raised in an appeal is usually in 

inverse proportion to their merit and that a large number of claims raises the 

presumption that all are invalid.” Id. at 183, 626 A.2d at 1140. 

 Wyeth’s petition for allowance of appeal confirms the continued 

appropriateness of Judge Aldisert’s observation. One of the five issues that Wyeth 

asks this Court to review has been waived. Another asks this Court to address 

language in the Superior Court’s ruling that Wyeth admits constitutes mere dicta. 

And the remaining three issues seek to challenge the Superior Court’s correct 

application of governing Pennsylvania precedent — earlier decisions that Wyeth 

does not ask this Court to overrule. 

 Because none of the five issues that Wyeth presents for review satisfies the 

stringent standards for obtaining review, this Court should deny Wyeth’s petition 

for allowance of appeal in its entirety. 
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II. COUNTERSTATEMENT OF THE CASE 
 
 Although Wyeth requests this Court’s review of the Superior Court’s 

reinstatement of a jury’s verdict in favor of plaintiffs that followed a lengthy trial, 

Wyeth’s petition for allowance of appeal improperly fails to set forth the facts 

presented to the jury in the light most favorable to the plaintiffs as verdict winners. 

See Quinby v. Plumsteadville Family Practice, Inc., 589 Pa. 183, 204, 907 A.2d 1061, 

1074 (2006); Birth Center v. St. Paul Cos., 567 Pa. 386, 397–99, 787 A.2d 376, 383–

84 (2001); Moure v. Raeuchle, 529 Pa. 394, 402, 604 A.2d 1003, 1007 (1992). 

Plaintiffs thus provide the following factual recitation. 

 Plaintiffs Mary and Thomas Daniel filed suit against defendants Wyeth and 

Wyeth Pharmaceuticals, Inc. alleging that defendants failed to warn adequately of 

the risk of breast cancer from using Prempro, a combination drug containing both 

estrogen and synthetic progestin (“E+P”) that is prescribed to alleviate menopausal 

symptoms. Due to her ingestion of Prempro, Mary Daniel developed breast cancer 

that grew so rapidly that it had spread outside of her breast to her lymph nodes by 

the time it was discovered. 

 The Daniels filed suit alleging that Wyeth negligently failed to warn of the 

actual breast cancer risks from ingesting Prempro in two ways: (a) Wyeth failed to 

warn Mary Daniel and her physician about important risks from E+P that Wyeth 

knew about but did not include in the Prempro warnings; and (b) Wyeth knew that 

there were unanswered questions about E+P’s risk of causing breast cancer, but 

deliberately chose not to conduct studies to investigate and evaluate this risk. As 
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explained below, Wyeth purposefully ignored a series of red flags arising over a 

period of two decades suggesting the drug’s harmful effects, and even took steps to 

discredit researchers who raised questions about the breast cancer risks of E+P, 

while recognizing that the results of studies could prove embarrassing to the 

company. 

 The four–week trial of this case was bifurcated. The first phase involved the 

issues of liability, causation, compensatory damages, and entitlement to punitive 

damages. On January 29, 2007, after listening to almost four weeks of testimony 

and reviewing dozens of documents, the jury found Wyeth liable for failing to warn 

adequately of the risks of Prempro and awarded plaintiffs $1,500,000 in 

compensatory damages. The jury also found that Wyeth’s conduct was “malicious, 

wanton, willful, or oppressive, or showed reckless indifference to the interests of 

others,” thereby warranting punitive damages. 

 The next day, January 30, 2007, the Court of Common Pleas (Judge Myrna 

Field) granted Wyeth’s post–trial motion for judgment notwithstanding the verdict 

on plaintiffs’ punitive damages claims (R. 3a, 1/30/07 Order) but ordered that the 

jury continue and deliberate on the appropriate amount of punitive damages in the 

event the court’s entry of JNOV was later reversed on appeal. The trial’s second 

phase on the amount of punitive damages took place on January 31, 2007. The jury 

returned a punitive damages verdict that the trial court sealed at Wyeth’s request. 

On February 2, 2007, Judge Field granted Wyeth’s motion to strike the punitive 
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damages verdict (R. 4a). After plaintiffs noted their appeal, Judge Field issued an 

opinion explaining these rulings on April 16, 2007. 

 The trial court entered judgment on the compensatory damages verdict, 

denying a number of Wyeth’s post–trial motions seeking judgment as a matter of 

law and/or a new trial on the issues of liability, causation, and compensatory 

damages. Judge Field, who presided over the trial of this case, sadly passed away 

shortly after she entered these post–trial orders. The case was then reassigned to 

Judge Allan Tereshko. 

 Four months after the jury’s verdict, Wyeth filed a supplemental motion for 

post–trial relief based on supposedly after–discovered evidence of fraud on the court 

relating to testimony of Dr. Lester Layfield in another case. Judge Tereshko issued 

his findings and order granting Wyeth’s supplemental motion for a new trial on 

August 24, 2007. He issued an opinion more fully explaining that order on 

September 24, 2008. 

 After entering menopause, Mary Daniel suffered from hot flashes and vaginal 

atrophy, two symptoms and signs of hormone deficiency (R. 767a; R. 748a). Unlike 

the majority of women who transition into menopause with minimal symptoms, 

Mary Daniel became hormone deficient as confirmed by her development of 

significant menopausal symptoms (R. 554a). In 1999, her physician, Dr. Haggard, 

recommended that Daniel take Wyeth’s drug Prempro (Supp. R. 1465a). Before 

starting Prempro, Mary Daniel had a mammogram that was normal and negative 

for the presence of cancer (R. 551a–52a). Mary Daniel ingested Prempro (E+P) for 
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eighteen months before being diagnosed with “highly” hormone receptor positive 

invasive breast cancer (R. 559a). This is a particular type of cancer that is “fueled” 

to develop and grow by hormones. In the absence of such hormone “fuel,” this type 

of cancer either will not develop at all or, if in existence, will stop growing and in 

many cases shrink in size (R. 977a–78a; R. 582a–83a). As a “hormone deficient” 

woman after menopause, Mary Daniel no longer produced sufficient natural 

hormones to develop and grow this type of cancer. The Daniels’ medical expert 

confirmed that but for her exposure to the female hormones in E+P, Mary Daniel 

would not have developed this hormone dependent invasive breast cancer (R. 581a–

82a). 

 Pathology confirmed the impact of E+P on Mary Daniel’s breast cancer. The 

initial diagnostic biopsy of the cancer was done while Mary Daniel was still taking 

E+P. Once her doctors knew she had breast cancer, they told Mrs. Daniel to stop 

taking E+P (R. 572a–73a). A week later, she underwent a second surgery to remove 

the cancer. The two tissue samples of the cancer were then compared to determine 

if the growth rate of the cancer had changed solely as a result of her stopping E+P. 

Amazingly, in just that one week without having E+P to feed the cancer, the growth 

of Mary Daniel’s cancer had slowed from a Ki67 rate of 29% to 7.6%. Ki67 ratings 

are a “legitimate” way to calculate the proliferation or growth rate of a tumor. (R. 

561a, 572a–73a; R. 962a). With nothing else changing in that week except the 

absence of E+P, Mary Daniel’s cancer growth rate slowed significantly (R. 584a). 

Under the influence of E+P, Mary Daniel’s cancer had grown so rapidly that she 
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went from a clean mammogram before starting E+P to one that revealed the cancer 

spreading outside of her breast tissue to her lymph nodes when it was diagnosed (R. 

560a). As a result of being diagnosed with breast cancer, Mary Daniel underwent 

several surgeries, radiation, chemotherapy, and further drug treatment and 

suffered severe emotional distress (R. 587a). 

 Wyeth began selling the first hormone therapy drug product in 1942. This 

was an estrogen drug called Premarin (E) (R. 279a). Provera (P), a synthetic 

progestin, was approved for sale in 1959 (R. 300a). At the time, the Food & Drug 

Administration did not have authority to require drug companies to establish both 

the safety and efficacy of drugs before selling the product. When the FDA obtained 

that authority in the 1960s, it “grandfathered” the drugs already on the market (R. 

345a–46a). These grandfathered drugs — including E and P — did not go through 

the same rigorous approval process as drugs approved today (id.). 

 Premarin is derived from the urine of pregnant mares and is the only 

hormone therapy drug with such an origin (R. 280a, 283a). Because of its unique 

source, to this day Wyeth does not know all the components of the drug (R. 296a). 

Wyeth has never quantified what is in the drug or determined what is even 

“biologically active,” though it has made billions of dollars in sales from the 

medication (id.) Premarin became the leading estrogen therapy on the market, and 

Wyeth “made a lot of money on the sales of this product” (R. 285a–86a, 299a). 

 The use of Premarin changed dramatically in 1975, when the medical 

community determined that Premarin (E), used alone, was causing an epidemic of 
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endometrial cancer or cancer below the waist (R. 351a:13–18). As a result of this 

discovery, sales of E dropped (R. 299a:18–25) until doctors started prescribing an 

“off–label” (meaning not FDA–approved) combination of E with P (R. 1010a–11a, 

1164a). While adding P did curtail endometrial cancer, there were clear warning 

signs or “red flags” quickly raised about whether E+P could cause breast cancer. 

Despite a number of safety signals, Wyeth never conducted a study to evaluate the 

breast cancer risk of E+P for women (R. 439a:21–25). 

 In the mid–1990s, the government stepped in and began a much–needed 

long–term study called the Women’s Health Initiative (WHI). Projected to last 15 

years, the study was stopped in its tracks after only a few years when the breast 

cancer rates in the group of women taking E+P crossed the study’s pre–determined 

safety index or stopping point (R. 425a–29a;). Once the WHI study’s results were 

released on July 9, 2002, and the world thereafter learned the truth about E+P’s 

risks, E+P sales dropped significantly. Prempro’s warnings were changed to reflect 

the results of the WHI and to provide strong warnings about breast cancer (R. 314a, 

354a–55a, 1023a). After the WHI study, Prempro carries a black box warning for 

invasive breast cancer, “the strongest warning you can put on a drug” (R. 314a). 

Breast cancer warnings now appear at “the top of the physician package 

information,” the warnings are clear and direct, and doctors are told to only 

prescribe the drug as second–line treatment if other, safer alternatives fail (R. 

313a). The post–WHI warnings are dramatically different than those that Mary 

Daniel or her physician received.  
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 The Daniels asserted at trial that if Wyeth had acted as a responsible drug 

company, Wyeth could have, and should have, delivered adequate warnings about 

E+P by providing the information that Wyeth knew and by conducting appropriate 

breast cancer studies decades earlier. If Wyeth had acted appropriately, the 

Prempro label would have contained dramatically different warnings years earlier, 

and Mary Daniel would never have ingested the drug that caused her breast cancer. 

Plaintiff’s liability expert, Dr. Blume, testified that there were unanswered 

questions since 1975 about the breast cancer risk of E+P, studies were needed to 

provide answers, and those studies “could have, and should have been, done earlier” 

(R. 436a). 

 The Daniels at trial established that Wyeth maliciously breached its clear 

and uncontested duties. First, Wyeth breached its FDA–established duties. The 

FDA has minimum safety standards that a drug company must follow (R. 347a). 

While the FDA and its expert panels told Wyeth on multiple occasions that human 

studies were needed for E+P, Wyeth ignored the admonitions (R. 1068a–69a (PX 

69), 1070a–71a (PX 83), 1168a (PX 1348), 1356a–60a (DX 621–R)). Had Wyeth done 

the proper studies, Wyeth could have easily used the resulting information to 

update and intensify its drug warnings at any time, without even seeking FDA 

approval first (R. 1022a). Federal regulations make it clear that a drug company 

can give new warnings to doctors “before FDA reviews it, because it’s a safety 

concern” (R. 349a). 
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 Second, Wyeth violated industry standards. Because the FDA’s authority is 

limited, drug companies and the pharmaceutical industry have also created 

industry standards and norms (R. 347a). Wyeth acknowledged that it held itself to 

both industry and internal company standards. Both Wyeth’s current president, Dr. 

Michael Dey, and the Daniels’ regulatory expert, Dr. Cheryl Blume, agreed that 

Wyeth owed the following duties to doctors and patients: (a) to monitor its drugs for 

safety problems; (b) to review the published literature for risk issues (Wyeth had a 

department of 150 people whose sole job was to read published medical literature); 

(c) to follow–up on any new safety issues; (d) to give fair and balanced information 

to doctors so as to not minimize risks or “lead doctors into thinking a risk isn’t very 

important or significant”; and (e) to use candor when dealing with doctors (R. 304a–

06a, 348a–49a). If a safety issue was uncovered, Wyeth was obliged to update 

warnings, issue “Dear Doctor” letters, change its website, issue press releases, and 

even purchase advertising space in newspapers (R. 349a, 362a, 467a–68a, 1021a, 

1023a–24a). As detailed below, Wyeth maliciously breached each of these duties. 

 There were numerous red flags that put Wyeth on notice of unanswered 

safety questions concerning E+P. Rather than perform studies, Wyeth ignored those 

signals, hid its head in the sand and chose to do nothing — no studies, no follow–up, 

no investigation. “When safety signals are seen in the field, or unanswered 

questions abound,” a drug company is responsible “to take the initiative and do 

studies” (R. 517a). After all, Prempro was Wyeth’s drug. Wyeth knew far more 

about its own drug than did the FDA or anyone else (R. 516a–17a). Yet Wyeth’s 
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corporate executives confirmed that Wyeth never conducted studies to evaluate the 

breast cancer risk of E+P (R. 436a–39a). Six senior scientists and medical directors 

for Wyeth testified that “Wyeth did not support any studies designed to assess 

breast cancer” and that Wyeth itself never did “a breast cancer study that looked to 

understand this issue of breast cancer and E plus P” (R. 436a–39a). Using Wyeth’s 

executives’ own words, Wyeth’s lack of studies meant that doctors were 

“experimenting” on women for decades as there was insufficient data on E+P even 

as to the appropriate doses (R. 990a, 1012a). 

 Safety Signal # 1 — Premarin and the Endometrial Cancer Epidemic 

 The endometrial cancer epidemic was a powerful safety signal to Wyeth that 

its hormone drugs could cause cancer in hormone–sensitive tissue. In 1966, a book 

called Feminine Forever was published. This bestselling book discussed the 

symptoms of menopause and the efficacy of estrogen drugs to treat those symptoms 

(R. 296a–97a). After the book was published, Premarin (E) sales increased each 

year until 1975 (R. 297a). In 1975, two different research group studies reported a 

dramatic increase in endometrial cancer incidence in this country over the 

preceding decade caused by E alone (R. 1043a–50a (PX21), 355a). These two studies 

cost less than $2000 each. However, when Wyeth was asked to explain to the FDA’s 

advisory committee why it had not undertaken these simple and easy safety studies 

to identify such a significant risk with its drug, Wyeth had no response (R. 356a–

57a). 
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 Instead of immediately disseminating this important new risk information to 

physicians, Wyeth began a “downplay and dismiss” strategy that continued for the 

next two decades whenever adverse cancer information about hormone therapy was 

uncovered. Despite the overwhelming scientific evidence to the contrary, Wyeth 

issued a “Dear Doctor” letter that reassured doctors that it would be “simplistic” to 

say that Wyeth’s drug was causing endometrial cancer (R. 1051a–52a (PX 22), 

359a). This letter outraged the FDA, which immediately called Wyeth in for a 

meeting (R. 1053a–56a (PX24), 359a–61a). At that meeting, the FDA scolded Wyeth 

that the letter had “insensed [sic] the FDA at all levels, including the Commissioner 

of Food and Drugs” (R. 1053a–56a (PX24)). The FDA made it clear that it expected 

Wyeth to formulate “a sound medical and scientific response to this new 

information,” not to issue a letter that “misrepresents the scientific findings as 

published in the literature” (id.) The FDA told Wyeth that it expected a drug 

company to act more appropriately regarding risk information, especially, as here, 

when a company is the leader in the field. (id.) The FDA concluded that Wyeth was 

trying to obfuscate the issue (R. 363a–64a). The FDA urged the company to remain 

vigilant for future developments of adverse effects (R. 1053a–56a (PX24)). Wyeth 

ignored these admonitions for decades to come. 

 Once the endometrial cancer risk was revealed, doctors and patients stopped 

using Premarin. Sales of Wyeth’s principal drug dropped so dramatically that there 

was even concern that the company might not survive financially (R. 299a). Sales 

fell more than 50% from $300 million to $130 million per year (R. 298a–99a). The 
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clearest lesson that Wyeth learned was that when the world finds out that a drug 

causes cancer, sales fall precipitously. Cancer warnings are very bad for sales. 

 The endometrial cancer crisis put Wyeth squarely on notice in 1975 that 

hormone drugs could cause cancer in hormone–sensitive organs of a woman’s body 

(R. 350a–51a). Only certain tissues in a woman’s body have hormone receptors and 

are thus susceptible to the presence of hormones. The endometrium and the breast 

are the two most hormone–sensitive parts of a woman’s body (id.). Thus, an 

epidemic of cancer in the endometrium should have been a clear red flag to any 

reasonable drug company that studies were needed to assess the impact of hormone 

drugs in the other most hormone sensitive tissue, the breast (R. 351a, 369a). 

 After 1975, doctors began prescribing E again, but now with a second drug, 

progestin (P), added to protect the endometrium. E would alleviate menopausal 

symptoms while P would prevent endometrial cancer. P provided no actual benefits 

beyond endometrial protection (R. 365a). The use of E in combination with P 

resurrected Wyeth’s sales and allowed Wyeth to “regain its legs” financially (R. 

1120a–21a (PX858), 298a–99a). The Premarin family grew to more than $2 billion a 

year in sales (R. 322a). E+P was sold in two pills until 1994, when Wyeth brought 

Prempro (a single combination pill of E+P) to market. While it cost Wyeth less than 

half a penny to make Prempro (.027 cents), Wyeth sold each pill at 85 cents, 

producing huge profits (R. 325a, 741a). Prempro captured 80% of the market for 

menopause treatment (R. 1026a), making Wyeth again the world leader in the 
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hormone therapy field (R. 307a–08a). E+P was a huge money–maker for Wyeth and 

a franchise that the company had strong financial motive to protect. 

 Safety Signal # 2 — Impact of E+P on the breast 

  In 1976, Wyeth’s researchers wrote an internal memo questioning whether 

E+P could promote a specific type of breast cancer: cancer that was hormone 

receptor positive. This memorandum noted that “the presence of both estrogen and 

progesterone receptors in a tumor indicates that the tumor can and does respond 

to estrogen” (R. 1058a (PX28)) (emphasis added). Wyeth’s scientists understood that 

there are different types of breast cancers and that artificial hormones could fuel 

the grown of hormone receptor positive cancers (R. 370a–71a). Indeed, for hormone 

positive breast cancers — the type of cancer suffered by Mary Daniel — hormone 

drugs can act as the key that turns on the engine of cancer growth. Wyeth’s memo 

further noted that the role of progesterone in the etiology of breast cancer “is 

another area that needs clarification” (R. 1058a (PX28)). Wyeth’s document 

concluded that more studies were needed to evaluate the connection between E+P 

and hormone dependent breast cancer (R. 373a). For almost 30 years before Mary 

Daniel developed breast cancer, Wyeth knew of the risk but did nothing to study it. 

(R. 384a–85a). 

 Safety Signal # 3 — Studies needed on E+P 

 After the endometrial cancer crisis was uncovered, physicians began 

prescribing E+P to their patients who had not had a hysterectomy (R. 319a, 884a–

85a). Using E+P together quickly became popular even though this use was not 
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approved by the FDA and was thus an “off–label” use (R. 988a–89a). FDA approval 

would require actual safety and efficacy studies. By 1977, Wyeth acknowledged in 

an internal memo that, after a review of the published literature, it was clear that 

for E+P use, “the number of published, well–designed studies [was] small or 

practically non–existent” (R. 1164a (PX1057), 375a–77a). Rather than follow–up by 

conducting the clearly needed studies, Wyeth did nothing. 

 Safety Signal #4 — Permission to perform E+P Studies 

 In 1983, Wyeth requested permission from the FDA to conduct safety and 

efficacy studies on E+P (R. 1061a–64a (PX66)). Wyeth’s scientists acknowledged 

that, “before the use of combined therapy becomes established,” the risks of this 

therapy “must be adequately evaluated." (R. 380a–81a). The FDA gave Wyeth 

permission to conduct definitive studies on E+P’s effectiveness and safety (id.). 

Despite the green light, Wyeth did nothing. 

 Safety Signal # 5 — Wyeth understood what kind of E+P study was needed 

 In 1983, a Wyeth executive attended a National Institutes of Health (NIH) 

Workshop. This workshop brought together leading experts in the field of hormone 

drugs and even included a presentation about how hormone pills impacted hormone 

receptors in breast cancer (R. 382a–85a). Wyeth’s senior physician, Dr. Perdue, 

summarized the workshop by writing that the NIH experts believed a large, long 

term, NIH–type study was needed to answer safety questions about E+P (R. 1065a–

67a (PX68), 386a–87a). Although Wyeth knew exactly what type and design of 
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study was necessary, Wyeth never actually conducted a breast cancer study looking 

at E+P and the development of hormone receptor positive breast cancers (R. 385a). 

 Safety Signal # 6 — Fear of embarrassing results from E+P studies 

 Also in 1983, Wyeth explained in an internal memo why the company could 

not risk conducting clinical studies on E+P. The FDA had just advised Wyeth that 

the agency would not approve use of combination E+P for menopausal symptoms 

unless Wyeth conducted human studies (R. 1068a–69a (PX69), 389a). Wyeth’s 

reaction was that such studies “would be very costly, would take many years, and 

might in the end not prove successful. In fact, the results of the studies that would 

be needed could turn out to be embarrassing” (R. 1068a–69a (PX69)) (emphasis 

added). It is never appropriate for a drug company to refrain from study because the 

results could be embarrassing (R. 389a). Because of the endometrial cancer crisis, 

Wyeth was aware that bad study data would mandate updated warnings, and that 

when those warnings involve cancer, sales plummet. Wyeth did not intend to repeat 

that experience and be embarrassed again, so Wyeth chose to do nothing. 

 Safety Signal #7 — FDA’s request for studies 

 In 1985, the FDA again refused Wyeth’s request for approval of E+P. The 

FDA once more said that Wyeth needed to do clinical studies (R. 1070a–71a (PX83), 

394a). Despite this request from the FDA, Wyeth continued to do nothing. 
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 Safety Signal # 8 — FDA’s Advisory Committee confirmed that studies were 

needed 

 In 1990, and again in 1991, the FDA’s Advisory Committee panel of experts 

met to discuss hormone therapy drugs and safety issues. Both years, the Committee 

concluded that no well–designed studies on E+P and breast cancer existed (1356a–

60a (DX621)). The committee reinforced on both occasions that it could not 

determine whether E+P increased the risk of breast cancer because there was not 

enough data available to answer this question (R. 412a–13a; Supp. R. 1467a). 

Wyeth was aware of the FDA experts’ view that studies were needed, but chose 

instead to do nothing except continue to sell these drugs. 

 Safety Signal # 9 — Revelation of increased hormone positive breast cancers 

in older women 

 In 1990, Drs. Glass and Hoover published an article that showed a 130% 

increase in hormone positive breast cancers in older women (i.e., menopausal 

women) in this country since the mid–1970s when E+P use first began ((PX 192), R. 

410a–12a). The authors opined that this dramatic increase in this specific type of 

breast cancer was likely related to hormonal influences (PX192). Wyeth knew that 

its own researchers had questioned whether E+P could cause hormone positive 

breast cancer. But even after Wyeth learned that Drs. Glass and Hoover had 

confirmed that the rate of this exact type of breast cancer was rising in lock step 

with the sales of E+P, Wyeth did nothing to evaluate whether E+P was responsible 

and provided no clear warnings to doctors. 
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 Safety Signal # 10 — “Corporate policy” not to fund breast cancer studies  

 When an oncology group approached Wyeth in 1994 asking for funding for an 

E+P study, Wyeth denied the request. (R. 398a–400a). Wyeth refused even to 

provide drugs for the study. Wyeth’s internal documents confirmed that Wyeth 

refused that request because Wyeth had a “company policy” not to fund breast 

cancer studies (id.). 

* * * * * 

 In response to the string of safety signals described above, Wyeth could have 

conducted a number of different types of studies to evaluate the breast cancer risk 

of E+P (R. 403a–04a; R. 959a). After all, Wyeth publicly asserted that it was “the 

only US company with a major research facility devoted exclusively to women’s 

health” and that Wyeth’s Women’s Health Research Institute was “actively engaged 

in research that spans the health care needs women face during all phases of their 

lives” (R. 1082a (PX289); R. 309a). Even though Wyeth had an annual research and 

development budget of $2 billion with $200 million earmarked for women’s health 

studies (R. 322a), Wyeth’s own scientists confirmed that Wyeth never did a breast 

cancer study. In comparison, Wyeth spent over $120 million in one year on 

marketing, promoting, and advertising its hormone therapy drugs (R. 1102a–04a 

(PX651), 310a, 323a). 

 Wyeth never used any of its resources or made “any effort” to obtain breast 

cancer answers (R. 440a–41a). Why? Because Wyeth did not want to get bad 

answers that the company would then have had to tell doctors and patients. In 



 

 – 18 – 

reality, Wyeth could have evaluated the breast cancer risk through a number of 

different study designs. Most alarming was Wyeth’s total lack of effort on this issue. 

 In fact, the only study conducted by Wyeth to get Prempro approved — a 

one–year study to assess the impact of E+P on the endometrium — included 

mammograms and full clinical work–ups (R. 490a). An alarming “cluster” of breast 

cancers appeared among the E+P users (R. 1320a (DX223 at 56)). The FDA 

summarized the study results by noting that “five new cases of breast cancer 

developed” (R. 919a (emphasis added)) within a year of exposure to E+P — an 

exposure similar to that of Mary Daniel. In addition, Wyeth’s own investigators for 

this study assessed that one of these new breast cancers was possibly caused by 

exposure to E+P (R. 954a–55a). Wyeth could have — and should have — followed up 

on the pivotal trial findings, especially so women who used the drug for only a year 

or so could know of the risk. 

 Moreover, Wyeth clearly had the resources and ability to conduct a study like 

the WHI in the 1980s and should have done so (R. 430a–31a). As the NIH did, 

Wyeth could have hired a coordinating center, like the Fred Hutchinson Cancer 

Research Center, to run the entire study (R. 1081a (PX228), 929a–31a). After all, 

Wyeth knew in 1983 that a large, long term NIH–type study with three arms was 

needed to evaluate the risk of E+P (R. 1065a–67a (PX68), 386a–87a). In 1983, 

Wyeth had the FDA’s permission to conduct human studies. If Wyeth had started 

such a study in 1983, it would likely have been shut down early, just as the WHI 

was, after an average E+P use of 4.4 years because of breast cancer findings (R. 
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427a–28a). Thus, by the late 1980s or early 1990s, at the latest, Wyeth would have 

obtained the same startling risk information that the WHI study later revealed. 

Prempro would have carried a black box warning about breast cancer before Mary 

Daniel even reached menopause. 

* * * * * 

 The results of the WHI findings provide strong empirical evidence of the 

effect earlier studies would have made. As Wyeth’s president, Dr. Dey, admitted, 

the WHI study results “changed the menopause marketplace” and caused Wyeth’s 

sales to plummet (R. 312a–13a). Once doctors and patients knew the truth about 

these drugs, prescriptions fell precipitously (R. 312a, 1015a). WHI dramatically 

changed the warnings for Prempro. These new warnings are significantly different 

than those that Mary Daniel or her physician received. 

 After the WHI study, Old Prempro (the drug that Mary Daniel took) all but 

disappeared from the market. In 2003, Wyeth brought a new E+P hormone therapy 

drug to market that is a low dose, short duration product (R. 316a–18a). Wyeth 

asked the FDA for permission to call this new drug “Premia” because it was so 

uniquely different from Prempro in that it involved different doses of both E and P 

(id.; R. 497a). In addition, Wyeth applied for a new patent for Premia, claiming that 

the product was so novel that it deserved new patent protection (R. 317a–18a). The 

FDA refused to allow Wyeth to call this product by a new name but allowed Wyeth 

to instead refer to it as “Low Dose Prempro” and market it with the slogan “Go Low 

with Prempro”. Since 2003, Old Prempro has been replaced by a new drug, Low 
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Dose Prempro. Had the WHI study been performed a decade sooner, Mary Daniel 

and her doctor would have faced totally different circumstances: i.e., a drug with a 

black box warning about invasive breast cancer with significant limitations on who 

should use it and/or the safer Low Dose Prempro. 

 Studies change warnings. Studies furnish more safety data that can then be 

provided to doctors and women. Because of Wyeth’s refusal to perform these 

studies, “prescribers and their patients were denied for years the information that 

finally became available recently” (R. 475a). When Mary Daniel took Prempro, the 

warnings were vague and reassuring including statements such as that “most 

studies didn’t show an issue, did not show a problem with breast cancer”; that 

Wyeth did not “really know what happens with breast cancer risks when you put 

the E and the P together”; and that the overall incidence of breast cancer was not 

higher than what one would expect in the background or overall population (R. 

465a). 

 Dr. Haggard, Mary Daniel’s prescribing physician, summarized this best 

when he testified that he believed E+P did not have “much of a risk of causing 

cancer” (R. 763a–64a). Dr. Haggard “wasn’t overwhelmed with the specific risk of 

that medication causing cancer” and the accumulation of risk information provided 

to him “did not seem to [him] to be a reason not to give the drug” (R. 765a). Further, 

Dr. Haggard was, as expected, reassured that “the majority of studies” had not 

shown an association with breast cancer (R. 781a). As to the information in the 

label that the pivotal study did not exceed the breast cancer rate expected in the 
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general population, Dr. Haggard felt that this information confirmed “that [the risk] 

was statistically not of any great significance” (R. 782a). Because Dr. Haggard was 

not actually warned of a breast cancer risk, he did not even discuss with Mary 

Daniel any possible association between E+P and cancer when he prescribed the 

drug to her (R. 770a). 

 Dr. Haggard further testified that he leaves the ultimate decision as to 

whether to receive a prescription for E+P to the patient. Thus, his practice was to 

discuss with his patients all of the risks and benefits so they can make an informed 

decision (R. 763a–78a). If Wyeth had conducted studies in the 1980s and 1990s, 

accurate risk warnings could have been provided to Dr. Haggard before Mary 

Daniel started taking Prempro in 1999 (R. 355a–56a). And different warnings 

would have changed Dr. Haggard’s prescribing habits. Dr. Haggard testified that 

the WHI study results provided new information that was “very surprising,” “very 

disturbing to everyone,” “disappointing,” and that “changed the conventional 

wisdom about hormone therapy drugs” (R. 786a). Further, Dr. Haggard confirmed 

that the information contained in the post–WHI Prempro label was “new risk 

information” to him and the type of information that he would have passed on to his 

patients, if Wyeth had provided it (R. 788a). Dr. Haggard would have changed his 

conversation with Mary Daniel, if he had received the type of warnings provided by 

Wyeth after the WHI study, and “emphasized” the risks more (id.). 

 Mary Daniel testified at trial that she also read the warnings that 

accompanied her Prempro prescriptions. Nothing in those warnings made her 
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believe that taking Prempro would cause her to develop breast cancer (R. 744a:13–

16). She confirmed that if the drug labeling had contained a black box warning 

about breast cancer at the time that she received Prempro, she would not have 

taken it (R. 744a: 20–23). Mary Daniel testified that even if her physician had 

recommended Prempro to her, if the warnings for Prempro at that time had been 

the current, accurate, stronger warnings, she would not have accepted a 

prescription for the drug (R. 752a:6–21; 755a:5–14). Based on all of the evidence, 

the jury could readily conclude — as the jury in this case in fact did conclude — that 

Dr. Haggard never would have prescribed Prempro to Mrs. Daniel if Wyeth had 

furnished an adequate breast cancer warning at the time. 

 In addition to performing no breast cancer studies, Wyeth did not even pass 

on to physicians the full risk information that Wyeth knew and appreciated. First, 

Mary Daniel is, and has always been, a very thin woman (R. 552a–53a, 736a, 737a, 

798a–99a). Unbeknownst to her or her doctor, she was therefore at an increased 

risk for developing breast cancer due to use of E+P (R. 458a). Even though Wyeth 

knew that she, and women like her, were at a particularly high risk from these 

drugs, Wyeth never provided that information to American doctors or women in any 

label, press release, or document (R. 460a). 

 Since at least 1996, Wyeth knew that thin or lean women who took hormone 

therapy were at an increased risk for developing breast cancer. As Dr. Blume 

confirmed, Wyeth knew of this risk and repeatedly discussed it in the company’s 

internal documents. Multiple studies confirmed this particular increased risk for 
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this specific group of women: Cummings, Schairer (reported as Scher) and the 

Collaborative Group (R. 458a). In addition, Wyeth’s expert consultants told the 

company that “leaner women may be at increased risk for breast cancer because 

they have less circulating estrogen and the addition of E or E plus P makes 

significant change” (R. 1091a (PX550 at 9), 940a–41a). Nevertheless, Wyeth never 

updated its warnings so physicians could properly warn these women that they 

were at a uniquely increased risk of developing breast cancer if they took E+P. As 

Dr. Blume opined, this is the type of information that should have been shared with 

prescribing physicians in the United States, because if a drug company knows that 

a “risk is not equal across all groups, then I believe the patient has the right to 

know and I believe her prescriber has a right to know” (R. 463a). 

 Notably, Wyeth did include this risk information in labeling for European 

doctors and women (R. 1105a–19a (PX811), 937a). In Europe, Wyeth warned that 

for E+P users “the increased risk of breast cancer was found mostly for women with 

a lean or normal body build rather than for obese women" (R. 1110a (PX811 at 6), 

937a–38a). Wyeth, however, never provided this warning to American doctors or 

women. (R. 936a). Wyeth’s own vice–president, Justin Victoria, agreed that it is 

never appropriate to not give complete information or “hide stuff from doctors or 

women if it’s bad about your drug” (R. 935a). Yet Wyeth did just that. Mary Daniel 

and her doctor were entitled to know that she was especially susceptible to this 

serious side effect so that an appropriate risk/benefit decision could be made (R. 

462a). But Wyeth deliberately omitted that information. 
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 Wyeth took other noteworthy steps to make sure that doctors and women did 

not even hear negative risk information about E+P. Rather than disseminating 

adverse information to the public, Wyeth stifled dissemination. By way of example: 

 Dr. Graham Colditz: Wyeth hired Dr. Graham Colditz in the 1980s to 

research whether adding P to E reduced a woman’s risk of breast cancer, as it did 

for endometrial cancer (R. 945a–46a). When Dr. Colditz’s research showed the 

opposite effect — that E+P in fact increased this risk — Wyeth never hired Dr. 

Colditz as a consultant again (R. 946a). Later, when Dr. Colditz was scheduled to 

present his findings, Wyeth developed a public relations strategy to react to or 

“counterbalance” his presentation (Supp. R. 1472a–73a (PX1265), 326a–27a). 

Instead of embracing its own consultant’s findings and encouraging widespread 

dissemination of this important risk information, Wyeth directed its media liaison 

and spokespeople attending the meeting to be “prepared but unobtrusive,” to “react 

to any negative messages,” and to “counterbalance any potential negative issues” 

(R. 326a–27a). 

 Even worse, after Dr. Colditz presented his results about increased breast 

cancer risk from hormone therapy at a scientific convention, Wyeth’s vice–

president, Dr. Deitch, called Dr. Colditz (Supp. R. 1506a–07a (PX9399 at 6–7, Dep. 

pp. 809–11)). Dr. Deitch did not telephone Dr. Colditz to see how Wyeth could help 

him get this important safety information to doctors. Instead, Dr. Deitch called Dr. 

Colditz to complain that he had not told Wyeth beforehand that he was going to 

present his data, to inquire why Dr. Colditz was even presenting that type of data 
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at the meeting, and to inform him that his speech had negatively impacted Wyeth’s 

stock price (id.). 

 Dr. Malcolm Pike: At a 1989 Wyeth consultant meeting, when Dr. Malcolm 

Pike, a renowned breast cancer researcher, revealed a study showing that E+P 

“doubles the risk of breast cancer,” rather than tell physicians about this data or 

issue a press release, Wyeth executives instead decided that “this would be the last 

meeting sponsored by Wyeth to which Dr. Pike would be invited.” (R. 1169a–70a 

(PX1567), 951a–52a). 

 Dr. Theodore Lippert: In 1999, German researcher Dr. T.H. Lippert reported 

that “one striking fact that emerges on review of the literature is that almost all the 

patients in whom an increase in breast cancer had been noted had been treated 

with products containing Wyeth’s estrogen,” which is derived from the urine of 

pregnant mares (R. 1175a–80a (PX8000), 292a). Wyeth neither told doctors about 

this finding nor started a study to evaluate the issue. Instead, Wyeth decided to just 

let “sleeping dogs lie” and hoped that the news media in the United States would 

not cover the story (R. 294a–95a). Even more disturbing, a Wyeth document reveals 

that Wyeth took steps to “neutralize” Dr. Lippert and his criticisms about Wyeth’s 

hormone drugs (R. 1100a–01a (PX634), 933a–34a). 

 IARC task force: The International Agency for Research on Cancer (IARC) is 

the arm of the World Health Organization charged with identifying cancer–causing 

agents in the environment (R. 877a–79a). In 1990, Wyeth became aware that IARC 

was reviewing whether hormone therapy drugs could cause breast cancer. Rather 
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than join forces with the IARC to get to the bottom of this unanswered safety issue, 

Wyeth instead created a task force that was “charged” with ensuring “that IARC 

does not develop a position on a definitive relationship between breast cancer and 

estrogen replacement therapy” (R. 1076a (PX146)) (emphasis in original), 949a–

50a). 

 Company policy of not funding breast cancer studies: As explained above, 

Wyeth repeatedly refused to fund breast cancer studies because it had a “company 

policy” against funding such studies. With a $2 billion annual research budget, 

Wyeth had abundant resources to fund any study of any size (R. 322a). But, instead, 

it spent over $127 million in marketing and promoting these drugs, and nothing on 

breast cancer studies (R. 310a). 

* * * * * 

 On February 7, 2011, a three–judge panel of the Superior Court issued a 

decision adjudicating plaintiffs’ appeal and Wyeth’s cross–appeal. The Superior 

Court’s opinion first addressed and reversed Judge Tereshko’s order granting 

Wyeth’s motion for a new trial based on Dr. Layfield’s supposed recantation of his 

trial testimony. Examining Dr. Layfield’s trial testimony in this case in its entirety, 

the Superior Court unanimously ruled that Dr. Layfield’s post–trial deposition 

testimony in another case did not constitute a recantation of Dr. Layfield’s trial 

testimony in this case, but rather his testimony on both occasions was consistent. 

Wyeth’s perfunctory, two–page challenge to that aspect of the Superior Court’s 
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ruling is the fifth of the five issues on which Wyeth is asking this Court to grant 

allowance of appeal. 

 Next, the Superior Court turned to address the issues that Wyeth raised in 

its cross–appeal. In that portion of the Superior Court’s ruling, the three–judge 

panel unanimously rejected Wyeth’s argument that plaintiffs had failed to prove 

that an accurate breast cancer warning for Prempro would have caused Mrs. 

Daniel’s prescribing physician to not prescribe that medication for her use. Rather, 

based on the Superior Court’s nearly identical learned intermediary–proximate 

cause analysis in Simon v. Wyeth Pharmaceuticals, Inc., 989 A.2d 356, 374–76 (Pa. 

Super. Ct. 2009), the Superior Court in this case ruled that more than sufficient 

evidence existed to allow the jury to conclude that an adequate Prempro breast 

cancer warning would have prevented Mrs. Daniel’s breast cancer that resulted 

from her having ingested Prempro. 

 The Superior Court also reversed Judge Field’s entry of JNOV on plaintiffs’ 

claim for punitive damages, holding that more than sufficient evidence existed to 

satisfy Pennsylvania’s standards for allowing a jury to consider whether to award 

punitive damages. The Superior Court’s decision acknowledged that the parties had 

stipulated that Pennsylvania law would govern the availability of punitive damages 

in this case. Nevertheless, the Superior Court had no choice but to address and 

dispose of Wyeth’s argument that because Mrs. Daniel and her doctor were 

Arkansas residents, a Pennsylvania court could not lawfully impose punitive 

damages for a failure to give warnings that occurred in Arkansas. Recognizing that 
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Wyeth at all relevant times was headquartered in Pennsylvania, and that the 

decisions concerning what testing should be conducted on, and warnings should be 

given about, Prempro occurred in Pennsylvania, the Superior Court noted that even 

under a traditional choice of law analysis Pennsylvania law could properly be 

applied by a Pennsylvania court to determine Wyeth’s liability for punitive 

damages, if choice of law were in fact contested (unlike in this case). 

 Lastly, the majority on the Superior Court panel held, over Judge 

Fitzgerald’s unexplained disagreement, that Wyeth had waived any ability to 

challenge the amount of the jury’s punitive damages award because Wyeth had 

included on its Rule 1925(b) statement a request for a new trial on punitive 

damages, but Wyeth failed to include any remittitur request on the Rule 1925(b) 

statement or in Wyeth’s briefing on appeal. 

 After the three–judge panel issued its ruling, Wyeth filed an application for 

reargument en banc advancing the same issues that Wyeth now asks this Court to 

review. On April 14, 2011, the Superior Court denied Wyeth’s application for 

reargument en banc without any recorded dissent. 
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III. DEFENDANTS’ PETITION FOR ALLOWANCE OF APPEAL SHOULD 
BE DENIED 

 
A. The Superior Court’s Ruling That Sufficient Evidence Existed 

To Uphold An Award Of Punitive Damages Based On Wyeth’s 
Failure To Warn Of Prempro’s Breast Cancer Risks Fails To 
Present Any Issue Worthy Of This Court’s Review 

 
 Wyeth advances three reasons why this Court should review the Superior 

Court’s ruling that sufficient evidence existed to support an award of punitive 

damages based on Wyeth’s failure to warn of Prempro’s breast cancer risks, but 

none of those reasons has any merit. Indeed, Wyeth asserts three different factual 

propositions as true when the actual evidence at trial showed the opposite. 

 First, Wyeth argues that the FDA’s approval should be dispositive since it 

shows that the FDA found the testing for E+P to be sufficient. In reality, as 

discussed below, the FDA repeatedly and consistently told Wyeth that it had grave 

concerns about the safety of E+P and more studies were needed. The FDA even 

went so far as to grant only a “conditional approval” for Prempro, approval 

conditioned on Wyeth agreeing to do a comprehensive study on the breast cancer 

risk. 

 Second, Wyeth claims that it disclosed everything it knew that the risk of 

breast cancer and withheld or concealed nothing. But, as detailed above, Wyeth 

knew about results of Dr. Colditz’s study, Dr. Pike’s concerns, Dr. Lippert’s findings, 

and that thin women were at a particularly increased risk from E+P. Wyeth chose 

to not disseminate any of that information to physicians or patients but instead took 

active steps to dismiss these findings. 
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 Third, Wyeth argues that E+P was extensively tested and studied by Wyeth 

and independent researchers. But Wyeth’s own scientists and medical directors 

admitted that Wyeth never did even a single breast cancer study. And the FDA’s 

panel of experts, when reviewing the worldwide literature on the issue, found 

insufficient studies to answer the question of the impact of E+P on the breast cancer 

risk. It was not until the WHI study that the world learned the truth. All three of 

Wyeth’s factual assertions were disputed at trial and the jury ruled in favor of the 

plaintiff.  

 

1. FDA approval alone does not immunize Wyeth from 
punitive damages 

 
 Wyeth asserts that merely because it met the FDA’s minimum requirements, 

punitive damages cannot be assessed. But this Court has already held that 

compliance with federal safety standards does not immunize a manufacturer from 

the imposition of punitive damages. See Phillips v. Cricket Lighters, 584 Pa. 179, 

191–92, 883 A.2d 439, 447 (2005). Wyeth’s petition for allowance of appeal does not 

ask this Court to overrule its decision in Phillips. Rather, Wyeth admits that this 

court expressly held in Phillips that “compliance with safety standards does not, 

standing alone, automatically insulate a defendant from punitive damages.” Id. at 

191, 883 A.2d at 447. The Superior Court properly relied on this Court’s ruling in 

Phillips in rejecting Wyeth’s contrary argument on this point. Because this Court’s 

ruling in Phillips requires the rejection of Wyeth’s argument, and because Wyeth 
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does not argue that Phillips should be overruled, this basis for allowance of appeal 

lacks merit and should be rejected. 

 Wyeth’s argument that a state court should prohibit the imposition of 

punitive damages based on the existence of a federal regulatory mechanism rests on 

a view of the role of federal law that the Supreme Court of the United States has 

itself recently rejected. In Wyeth v. Levine, 555 U.S. 555 (2009), the U.S. Supreme 

Court ruled that the FDA’s approval of a prescription drug’s warning label does not 

insulate the manufacturer of an FDA–approved prescription drug from liability on a 

state law failure to warn claim unless the FDA specifically precluded the 

manufacturer from giving the very warnings that the plaintiff claims should have 

been given. Here, instead of rejecting the warnings that the plaintiffs claimed were 

necessary, the FDA specifically approved a black box warning for E+P as soon as 

the WHI study results were released. 

 In the aftermath of the U.S. Supreme Court’s ruling in Levine, Wyeth in this 

case abandoned its argument that federal law preempted plaintiffs’ negligent 

failure to warn claim. Importantly, the law review articles and distinguishable 

cases on which Wyeth relies in making the policy argument that FDA approval 

should preclude an award of punitive damages all issued many years before the 

U.S. Supreme Court’s ruling in Levine and are thus of questionable persuasiveness. 

It would make no sense to hold that FDA approval of a drug does not preclude a 

state law failure to warn claim but does categorically preclude an award of punitive 

damages on such a state law claim. 
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 The issue whether FDA approval of a prescription drug should categorically 

preclude the imposition of punitive damages is an issue that is legislative rather 

than judicial in nature. The legislative branch can hold hearings to evaluate what 

the FDA approval process entails for a particular drug. The legislature can decide 

whether the imposition of punitive damages are in fact causing any untoward 

impact on public health and examine the experiences of those few other states, such 

as Michigan, that have enacted legislation to bar the award of punitive damages 

against drug manufacturers in negligent failure to warn cases. The record in this 

case does not permit this Court to make that sort of core legislative value judgment. 

 Moreover, Wyeth’s policy arguments are similarly unpersuasive. Wyeth’s 

argued to the Superior Court that the law of the jurisdiction where the plaintiff 

resides should ordinarily govern the availability of punitive damages. Thus, 

adopting the punitive damages bar that Wyeth advocates would only serve to 

punish Pennsylvania residents who are injured as the result of consuming 

prescription drugs that lacked adequate warnings, without necessarily providing 

any corresponding benefit to Pennsylvania–based drug manufacturers. Moreover, 

Wyeth currently lacks standing to advocate for the interests of Pennsylvania–based 

drug manufacturers. Wyeth has now been acquired in full by the drug 

manufacturing behemoth Pfizer, which is headquartered in New York State. 

 Wyeth can point to no other judicial decision holding — purely as a matter of 

state common law — that obtaining FDA approval for Prempro insulates Wyeth 

from punitive damages on a failure to warn claim. Indeed, on the contrary, the U.S. 
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Court of Appeals for the Eighth Circuit, in Scroggin v. Wyeth, 586 F.3d 547, 572–73 

(8th Cir. 2009), held under Arkansas law that Wyeth could be subjected to punitive 

damages on an inadequate failure to warn claim involving Prempro. Similarly, the 

Supreme Court of Nevada, in Wyeth v. Rowatt, 244 P.3d 765, 779–81 (Nev. 2010), 

rejected the argument that compliance with FDA standards precluded an award of 

punitive damages. In that case, the Supreme Court of Nevada upheld a sizeable 

award of punitive damages against Wyeth in favor of women who suffered breast 

cancer as the result of ingesting Prempro. 

 Similarly, in Barton v. Wyeth and Kendall v. Wyeth, Philadelphia Court of 

Common Pleas Judges Ackerman and DiNubile, respectively, have recently ruled 

that sufficient evidence existed to uphold awards of punitive damages under Illinois 

law against Wyeth. 

 And the U.S. Court of Appeals for the Third Circuit, applying Pennsylvania 

law, has allowed plaintiffs to pursue punitive damages on a negligent failure to 

warn claim involving an FDA–approved prescription drug. See Hoffman v. Sterling 

Drug, Inc., 485 F.2d 132, 145–46 (3d Cir. 1973). 

 To be clear, it is not plaintiffs’ position that FDA approval is irrelevant to the 

issue of punitive damages. Such evidence is admissible and can be considered by a 

jury. Here, Wyeth certainly argued to the jury that the FDA’s approval of Prempro 

should lead the jury to decide against imposing punitive damages. The jury, 

however, concluded based on all of the evidence presented at trial that the 
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imposition of punitive damages against Wyeth was appropriate notwithstanding 

Wyeth’s FDA approval argument. 

 In sum, Wyeth’s proposed holding would require this Court to overrule its 

recent decision in Phillips — a decision that Wyeth is not asking this Court to 

overrule; would cause this Court to issue a decision that conflicted with the rulings 

of the Third Circuit applying Pennsylvania law, the Eighth Circuit applying 

Arkansas law, the Supreme Court of Nevada applying Nevada law, and the 

Philadelphia Court of Common Pleas applying Illinois law; and would only serve to 

harm the interests of injured Pennsylvania residents without any corresponding 

benefit for Pennsylvania–based businesses on an issue that is primarily within the 

responsibility of the legislature rather than the judiciary. 

 Plus, there is no worse fact pattern for Wyeth’s argument — that mere FDA 

approval equals immunity from punitive damages — than this case. As shown at 

trial, the FDA had grave concerns about the safety of E+P and repeatedly told 

Wyeth that more studies were needed. As early as 1983, the FDA refused even to 

accept an application by Wyeth for an E+P product and informed Wyeth that 

human studies would be needed to assess whether E+P use was safe. ((PX 83); R. 

393a–94a). On two separate occasions in the 1990s, the FDA selected a panel of 

experts to review the science on the issue of E+P and breast cancer. Before each 

Advisory Committee meeting, Wyeth provided an “exhaustive review” of the 

worldwide science on hormone drugs and breast cancer for the panel’s review (R. 

927a). After analyzing all of the provided data, the first panel’s conclusion was that 
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there was not enough information to answer the question of E+P and breast cancer. 

((PX 134A) R. 1072a). Rather than conduct a study to fill the void, Wyeth did 

nothing. When the FDA later convened a second expert panel, that group again 

concluded that “the data are not yet adequate to permit an answer to this question” 

((DX621–R) R. 1356a). Once again, Wyeth never started a study. Even the FDA’s 

medical officer assigned to review Wyeth’s submitted materials on Prempro 

expressed grave concerns about the breast cancer safety of E+P. As Dr. Golden 

explained, “the true effect of HRT on breast cancer incidence and mortality must be 

considered the single most important safety issue concerning this class of drugs” 

((DX 223) R.1265a).  

 Because of its qualms about E+P’s safety, the FDA gave Wyeth only a 

“conditional approval” for Prempro, an approval conditioned on Wyeth agreeing to 

conduct a “comprehensive investigation” of the breast cancer risk ((DX 434) R. 

1353a). The FDA demanded that Wyeth get real and definitive answers about this 

risk. But Wyeth never did the promised study. Rather, Wyeth got permission from 

the FDA to rely upon the WHI study instead. Since the WHI study was shut down 

prematurely due to breast cancer, a comprehensive investigation was never done on 

E+P. Far from endorsing the safety of E+P, the FDA repeatedly told Wyeth that 

there was a dearth of science on the topic and studies were desperately needed. 
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2. Pennsylvania law recognizes a claim for negligent failure 
to warn 

 
 Next, Wyeth argues that because Pennsylvania law may not recognize a free–

standing claim for negligent failure to test against a prescription drug 

manufacturer, Pennsylvania should not allow the imposition of punitive damages 

against a prescription drug manufacturer for failing to test to discover the actual 

harmful risks of a medication. In this case, however, plaintiffs did not prevail on a 

claim against Wyeth for negligent failure to test. Rather, here plaintiffs prevailed 

on a claim against Wyeth for negligent failure to warn, and it is well–established 

under Pennsylvania law that a prescription drug manufacturer has the obligation to 

warn not only of harms about which the manufacturer actually knows but also 

about the harms about which the manufacturer reasonably should have known. 

This “should have known” aspect of a negligent failure to warn claim recognizes 

that, even if a plaintiff cannot assert a freestanding “failure to test” claim against 

the manufacturer of a prescription drug, a manufacturer’s tortious failure to test 

can give rise to liability by means of a claim for negligent failure to warn. See Lance 

v. Wyeth, 4 A.3d 160, 167–69 (Pa. Super. Ct. 2010). 

 In Leibowitz v. Ortho Pharmaceutical Corp., 307 A.2d 449 (Pa. Super. Ct. 

1973), all six judges who participated in the evenly divided en banc Pa. Superior 

Court’s ruling recognized that a prescription drug manufacturer could not escape 

liability on a claim for negligent failure to warn by “fail[ing] to conduct tests and 

research to obtain such information” about “side–effects or dangers in the use of its 

product.” Id. at 459. According to the opinion in support of affirmance, “[w]here the 
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particular case is such that there exists proof that the drug company was ignorant 

of existing facts or derelict in obtaining information readily ascertainable to it, a 

package insert or label will be considered inadequate, and liability accordingly 

imposed.” Id. Similarly, the opinion in support of reversal in Leibowitz recognized 

that “[t]he law required that defendant be bound to act in accordance with not only 

the knowledge it did actually possess but the knowledge it could have and should 

have possessed.” Id. at 464. 

 In a footnote to its petition for allowance of appeal, Wyeth suggests that this 

Court should hold this case pending the outcome in Lance, because this Court 

granted review in Lance to decide (among other things) whether Pennsylvania law 

should recognize a freestanding claim against a prescription drug manufacturer for 

negligent failure to test. See Lance v. Wyeth, 15 A.3d 429 (Pa. 2011) (order granting 

allowance of appeal). But that is not the facts of this case. Here, plaintiffs asserted 

that Wyeth negligently failed to warn because Wyeth failed to tell the truth about 

what it actually knew of the risks of E+P and failed to adequately test its drug to 

appropriately understand the risks so that it could provide adequate warnings. 

Furthermore, the Superior Court, in its ruling in Lance in August of 2010, held that 

Pennsylvania law does not recognize a freestanding negligent failure to test claim 

against the manufacturer of a prescription drug. See Lance, 4 A.3d at 168–69. Thus, 

when the Superior Court issued its ruling in the Daniel case on February 7, 2011, 

the Superior Court’s ruling in Lance had existed for six months. 
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 The Superior Court was well aware of the Lance decision when it issued its 

ruling in this case. Indeed, the Superior Court’s ruling in Daniel affirmatively cites 

the Superior Court’s ruling in Lance for the proposition that a plaintiff suing the 

manufacturer of a prescription drug for personal injury under Pennsylvania law 

may only pursue claims alleging a manufacturing defect or for negligent failure to 

warn. See Daniel v. Wyeth Pharmaceuticals, Inc., 15 A.3d 909, 924 n.13 (Pa. Super. 

Ct. 2011). Thus, the Superior Court’s own decision in this case authoritatively 

disproves Wyeth’s contention that the Superior Court upheld an award of punitive 

damages predicated on a claim for negligent failure to test. Rather, the Superior 

Court recognized that the plaintiffs’ claim in this case was a claim for negligent 

failure to warn. Accordingly, there is no reason to hold the petition for allowance of 

appeal in this case pending the outcome of this Court’s decision in Lance. 

 Pennsylvania law is clear that a claim for negligent failure to warn 

incorporates the obligation that the drug’s manufacturer provide proper warnings of 

what it knows about its drug and that the corporation adequately test to determine 

the drug’s harmful side–effects. In this case, Wyeth had punitive damages imposed 

against it on a claim for negligent failure to warn, which Pennsylvania law 

unquestionably recognizes. 
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3. The Superior Court appropriately considered the facts of 
record in upholding the jury’s decision that punitive 
damages were warranted 

 
 Wyeth asserts that the Superior Court somehow failed to “consider ‘all the 

circumstances’” in deciding whether the evidence before the jury sufficed to allow an 

award of punitive damages. To begin with, Wyeth’s argument overlooks that an 

appellate court’s review of the entry of JNOV must view the evidence in the light 

most favorable to the verdict winner. As this Court has repeatedly cautioned, the 

role of an appellate court in deciding whether JNOV was properly granted is limited 

to seeing whether the evidence, viewed in the light most favorable to the verdict–

winner, provides a sufficient basis for upholding the jury’s verdict. The appellate 

court’s role does not extend to deciding whether the appellate judges, if they were 

themselves serving as jurors, would have reached the same result. See Quinby v. 

Plumsteadville Family Practice, Inc., 589 Pa. 183, 204, 907 A.2d 1061, 1074 (2006); 

Birth Center v. St. Paul Cos., 567 Pa. 386, 397–99, 787 A.2d 376, 383–84 (2001); 

Moure v. Raeuchle, 529 Pa. 394, 402, 604 A.2d 1003, 1007 (1992). 

 The evidence at trial certainly supported the jury’s conclusion that Wyeth’s 

failure to adequately study E+P was particularly egregious, including critical 

admissions from Wyeth’s own scientists and medical directors that Wyeth never did 

a breast cancer study. So, while Wyeth points out that it conducted a pivotal trial on 

Prempro, it fails to note that this study was designed to assess whether E+P 

protected the endometrium. Similarly, the referenced PEPI trial looked at E+P’s 

impact on lipids, the HOPE trial assessed low doses of E+P and whether they were 
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equally effective as higher doses, and the HERS study evaluated the cardiac impact 

of E+P. Wyeth does not cite to a single breast cancer study that it conducted, 

because there were none. 

 This Court does not ordinarily grant allowance of appeal to decide challenges 

to the sufficiency of the evidence, yet that is essentially what Wyeth asks for here. 

Moreover, unless this Court were to implement the unworkable requirement that 

an appellate court must specifically set forth in its opinion precisely what evidence 

the court considered, the Superior Court’s opinion does not represent any definitive 

statement of what facts and circumstances the Superior Court did or did not 

consider when deciding to reinstate the jury’s award of punitive damages. Wyeth’s 

argument thus fails because the Superior Court presumably looked at all of the 

relevant evidence before unanimously concluding that the evidence sufficed to 

support an award of punitive damages. 

 

4. Now that adequate studies have been performed, there is 
no disagreement concerning E+P’s breast cancer risk 

 
 Finally, Wyeth’s attempt to analogize the facts of this case to cases in which 

expert disagreement about the need for warnings precluded the imposition of 

punitive damages strains credulity. See Pet. at 17–18 & n.9. Here, any 

disagreement over the breast cancer risk that Prempro posed to women such as 

Mrs. Daniel was caused by Wyeth’s failure to conduct adequate research on E+P. If 

the knowledge acquired from the WHI study had been known when Mrs. Daniel’s 

physician was deciding whether to prescribe Prempro to her, as would have been 
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the case but for Wyeth’s reprehensively wrongful conduct, there would not have 

been any substantial disagreement among experts concerning Prempro’s actual 

breast cancer risk, just as there exists no such disagreement today. 

 For all of these reasons, Wyeth has failed to demonstrate that special or 

important reasons exist for review of the Superior Court’s decision to reinstate the 

jury’s punitive damages award. Accordingly, this Court should deny review on the 

first question presented in Wyeth’s petition for allowance of appeal. 

 

B. The Superior Court Correctly Ruled That Wyeth Has Waived 
Its Ability To Challenge The Amount Of The Jury’s Punitive 
Damages Award, And That Issue Likewise Does Not Qualify 
For This Court’s Review 

 
 The Superior Court ruled that because Wyeth had asserted in its Rule 

1925(b) statement that the trial court should have granted a new trial to determine 

the amount of punitive damages but then failed to assert in its Superior Court 

briefing any challenge to the amount of the jury’s punitive damages award, Wyeth 

had waived any argument that the trial court erred in failing to address Wyeth’s 

remittitur motion filed in the trial court. 

 The Superior Court was correct in holding that Wyeth has waived its ability 

to challenge the amount of the jury’s punitive damages award, based not only on 

Rule 1925(b), but for several additional reasons as well. Because the Superior 

Court’s waiver ruling was correct, and because the ruling was based on unique facts 

and circumstances that are unlikely to recur in any other cases, this Court should 

reject this ground for allowance of appeal. 
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 A motion for remittitur is a type of new trial motion. If the motion is granted, 

the trial court will enter an order reducing the amount of damages awarded. The 

plaintiff will then have the option of accepting the remittitur or rejecting the 

remittitur. If the remittitur is rejected, then the trial court will enter an order 

granting a new trial. See Vogelsberger v. Magee–Womens Hosp., 903 A.2d 540, 551 

(Pa. Super. Ct. 2006); Doe v. Raezer, 664 A.2d 102, 104–05 (Pa. Super. Ct. 1995). 

 In its Rule 1925(b) statement of errors complained of on appeal, Wyeth in 

this case sought a new trial as to the amount of punitive damages awarded. Yet 

when Wyeth filed its appellate briefs in the Superior Court, Wyeth included no 

challenge to the amount of punitive damages awarded in the trial court, nor did 

Wyeth advance on appeal any remittitur–related arguments. Applying black–letter 

Rule 1925(b) jurisprudence, the Superior Court correctly ruled that an appellant’s 

failure to brief issues on appeal that were listed in a Rule 1925(b) statement results 

in the waiver of those issues for purposes of appeal. See Commonwealth v. 

Montalvo, 598 Pa. 263, 273, 956 A.2d 926, 931 (2008); Commonwealth v. Walker, 

836 A.2d 999, 1002 n.4 (Pa. Super. Ct. 2003). 

 Accordingly, the Superior Court’s waiver ruling in this case was 

unexceptional. Moreover, Wyeth has no one other than itself to blame for failing to 

obtain review on the merits of its challenge to the amount of punitive damages 

awarded. Importantly, the amount of punitive damages awarded in this case is well 

within permissible limits recognized by the U.S. Supreme Court. At less than a 

multiplier of six, the punitive award fits comfortably within the U.S. Supreme 
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Court’s guidance that “[s]ingle–digit multipliers are more likely to comport with due 

process, while still achieving the State’s goals of deterrence and retribution.” State 

Farm Mut. Auto. Ins. Co. v. Campbell, 538 U.S. 408, 425 (2003). In any event, a 

party’s waiver of its ability to obtain review of a punitive damages award will be 

enforced even when the amount of punitive damages is far out of line with 

recognized limits. See Tronzo v. Biomet, Inc., 236 F.3d 1342 (Fed. Cir. 2001) 

(holding that defendant had waived any ability to challenge a $20 million punitive 

damages award even though the trial court had reduced the amount of 

compensatory damages to only $526, resulting in a punitive–to–compensatory ratio 

of greater than 38,000 to one). 

 The Superior Court’s waiver ruling was also correct for several other reasons. 

First, Wyeth could have and should have cross–appealed from the trial court’s 

failure to address Wyeth’s remittitur motion as to punitive damages, because the 

trial court’s failure to address that motion was contrary to the requirements of 

Pennsylvania Rule of Civil Procedure 227.1(e). That rule states, in full: 

If a new trial and the entry of judgment are sought in the alternative, 
the court shall dispose of both requests. If the court directs the entry of 
judgment, it shall also rule on the request for a new trial by 
determining whether it should be granted if the judgment is thereafter 
vacated or reversed, and shall specify the grounds for granting or 
denying the request for a new trial. 
 

Pa. R. Civ. P. 227.1(e). 

 The trial court’s failure to rule on Wyeth’s remittitur motion — a type of new 

trial motion — was in violation of Rule 227.1(e). Wyeth had the ability to cross–

appeal from the trial court’s failure to adhere to Rule 227.1(e)’s requirements. 
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Wyeth’s failure to pursue such a cross–appeal resulted in a separate waiver of 

Wyeth’s ability to have the trial court address Wyeth’s remittitur motion. 

 Moreover, and at a minimum, Wyeth had the obligation in its appellate 

briefing simply to ask the Superior Court to remand this case to the trial court so 

that Wyeth’s remittitur motion as to punitive damages could be addressed by the 

trial court if the Superior Court reinstated the jury’s award of punitive damages. 

But neither in Wyeth’s Brief for Appellees nor in Wyeth’s Reply Brief for Cross–

Appellants did Wyeth ever ask the Superior Court for such relief. It is the obligation 

of a party to alert the appellate court to the relief that it is seeking. Wyeth’s failure 

in its appellate briefs to request a remand on this basis constitutes an independent 

waiver of Wyeth’s ability to have its remittitur motion considered by the trial court. 

See Mammoccio v. 181 Market Partnership, 734 A.2d 23, 35 n.12 (Pa. Super. Ct. 

1999) (noting that the party that obtained a new trial argued on appeal that if the 

order granting a new trial was overturned, then the case should be remanded to 

allow the trial court to consider that party’s remittitur request); see also Capital 

Care Corp. v. Hunt, 847 A.2d 75, 86 (Pa. Super. Ct. 2004) (noting that the defendant 

asked the Superior Court to address the defendant’s remittitur request in the event 

that the Superior Court overturned the trial court’s grant of JNOV in favor of the 

defendant). 

 Last but not least, the trial judge who had presided over the trial of this case 

had died before the briefing of this appeal began in the Superior Court. Thus, the 

Superior Court possessed the same ability as any substitute trial judge to decide 
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whether the jury’s award of punitive damages should be subject to remittitur. 

Wyeth not only could have and should have appealed from the trial court’s refusal 

to consider Wyeth’s remittitur motion, but Wyeth could have briefed on the merits 

its challenges to the size of the jury’s punitive damages award in Wyeth’s cross–

appeal to the Superior Court. Yet Wyeth did not raise its remittitur challenge in its 

appeal to the Superior Court. 

 In sum, Wyeth’s challenge to the Superior Court’s waiver ruling does not 

qualify for this Court’s review for at least three reasons: (1) the ruling was correct; 

(2) the ruling arises under unique circumstances and is of no consequence to other 

cases; and (3) Wyeth has waived any right to have its remittitur arguments 

considered on the merits at least three additional ways. This Court should thus 

reject the second ground for review advanced in Wyeth’s petition for allowance of 

appeal. 

 

C. The Superior Court’s Choice Of Law Discussion Concerning 
Punitive Damages Constitutes Mere Dicta By Wyeth’s Own 
Admission And Is Thus Unworthy Of This Court’s Review 

 
 This Court does not exist to issue advisory opinions, and thus this Court only 

grants review to address holdings rather than mere dicta. See Philadelphia 

Entertainment and Development Partners, L.P. v. City of Philadelphia, 594 Pa. 468, 

480, 937 A.2d 385, 392 (2007) (“Our rulings in this regard have been premised on 

policies of sound jurisprudence, namely, that the courts should not give answers to 

academic questions or render advisory opinions or make decisions based on 
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assertions as to hypothetical events that might occur in the future.”). In 

contravention of those principles, Wyeth asks this Court in its third question to 

grant review to address an aspect of the Superior Court’s decision that Wyeth itself 

characterizes as mere dicta. (Wyeth’s Pet. at 26). Wyeth’s argument for review is 

thus self–defeating, and review should be denied. 

 In this case, the parties jointly stipulated that Pennsylvania law would 

govern plaintiffs’ claim for compensatory and punitive damages notwithstanding 

that plaintiffs resided in Arkansas and Mrs. Daniel’s prescribing physician was also 

based in Arkansas. Thereafter, Wyeth advanced an argument that a Pennsylvania 

state court could not apply Pennsylvania law to punish wrongful conduct that 

occurred in Arkansas. Wyeth has since abandoned that absurd argument and does 

not ask this Court to grant review of that issue. 

 Nevertheless, because Wyeth was advancing that argument in the Superior 

Court, it was necessary for the Superior Court to consider whether due process 

would preclude a state court in Pennsylvania from imposing punitive damages 

against Wyeth for wrongful conduct that Wyeth asserted took place, if at all, in 

Arkansas. The Superior Court, however, rejected the factual predicate of Wyeth’s 

due process argument. Noting that Wyeth was based in Pennsylvania and that 

Wyeth’s decisions concerning what warnings should accompany Prempro and what 

testing should be undertaken to ascertain Prempro’s breast cancer risks occurred in 

Pennsylvania, the Superior Court correctly recognized that punitive damages would 

not be punishing Wyeth for wrongful conduct that occurred in Arkansas. Rather, 
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punitive damages were being imposed for Wyeth’s wrongful conduct that occurred 

in Pennsylvania, thus making application of Pennsylvania law appropriate under a 

traditional conflicts of law analysis. 

 Because the opposing parties in this case agree that Pennsylvania law was 

properly applied to plaintiffs’ claim for punitive damages, it is truly of no 

consequence in this case whether the Superior Court’s discussion that Pennsylvania 

law would apply to the punitive damages inquiry — even in the absence of a 

stipulation by the parties — is or is not correct. This Court should only grant review 

of an issue if the issue is of consequence to the result in the case. Otherwise, this 

Court would be issuing what amounted to a prohibited purely advisory opinion. 

 If Wyeth believes that some latter court has incorrectly applied Pennsylvania 

law on this issue — and Wyeth’s petition for allowance of appeal cites to no 

examples that have arisen thus far — Wyeth can petition for this Court’s review in 

that case. The third question that Wyeth has asked this Court to review is of no 

consequence to the outcome of this case, and therefore this Court should deny 

review of the third question presented in Wyeth’s petition for allowance of appeal. 

 

D. The Superior Court Panel Properly Concluded That Plaintiffs 
Introduced Sufficient Evidence To Allow The Jury To Find 
Learned Intermediary Causation 
 

 The Superior Court correctly recognized that the facts in this case on the 

issue of learned intermediary causation were in all relevant respects virtually 

identical to the facts presented in Simon v. Wyeth Pharmaceuticals, Inc., 989 A.2d 
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356 (Pa. Super. Ct. 2009). In Simon, the Superior Court held that the facts of record 

established that if the plaintiff’s physicians had received adequate warnings about 

the breast cancer risks of E+P, he would not have prescribed combination hormone 

replacement therapy to the plaintiff. See id. at 374–76. 

 In both Simon and this case, the plaintiffs’ physicians testified that if they 

had received adequate breast cancer warnings, they would have discussed the 

actual, heightened breast cancer risks of combination hormone replacement therapy 

with their patients. The physicians further testified that after communicating the 

heightened breast cancer risks to their patients, the physicians would then have left 

the ultimate decision whether to receive prescriptions to their patients. In other 

words, if the patients responded that they did not wish to ingest E+P due to the 

heightened breast cancer risks, the physicians would not have prescribed the drug 

to those patients. See id. 

 Wyeth attempts to distinguish the Superior Court’s ruling in Simon on a 

manufactured argument that, because Mrs. Simon’s original prescribing physician, 

Dr. Dollinger, “took every single patient off of” Prempro after the WHI study’s 

results became public, this fact was somehow dispositive on the causation issue for 

Mrs. Simon. But that fact had no actual relevance to Mrs. Simon’s case for two 

important reasons. First, Mrs. Simon was seeing a gynecologist other than Dr. 

Dollinger when the WHI study’s results became public in 2002. Thus, Dr. Dollinger 

did not have the ability to remove her from E+P at that time as she was no longer 

his patient. Second, Mrs. Simon had discontinued ingesting Prempro in May 2002 
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after having been diagnosed with breast cancer. She was already off E+P by the 

time the WHI study was published. In contrast, this issue could never be pertinent 

to the Daniel case. Mrs. Daniel’s prescribing physician had retired by 2002 and thus 

could not have removed his patients from the drug, even if he wanted to. 

 The relevant learned intermediary causation evidence in Simon and in this 

case is very similar, as the Superior Court panel in this case correctly recognized. In 

both cases, the plaintiffs’ physicians agreed they would have communicated the 

heightened breast cancer warnings to their patients. In both cases, the plaintiffs’ 

physicians further testified that they would then have allowed the patients to 

decide based on full disclosure of the real breast cancer risk whether they wished to 

receive E+P. Finally, in both cases, the patients — Ms. Simon and Mrs. Daniel — 

testified without contradiction that they would have declined E+P, and thus they 

would not have received prescriptions from their physicians. See Simon, 989 A.2d at 

374–76. 

 While ignoring the similarity of the facts here with the Simon decision, 

Wyeth instead unpersuasively argues that the Superior Court’s ruling in Lineberger 

v. Wyeth, 894 A.2d 141 (Pa. Super. Ct. 2006), should have produced a different 

holding in this case. 

 But the facts in Lineberger are starkly different from the facts of this case 

and Simon. In Lineberger, the plaintiff received a prescription for the diet drug 

Pondimin. As a result of consuming that medication, the plaintiff sustained heart 

valve injury. Plaintiff claimed that Wyeth provided inadequate warnings to her 
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physician about Pondimin’s risk of causing heart valve injury. In contrast to this 

case and the facts of Simon, in Lineberger the plaintiff’s physician testified that he 

would still have prescribed Pondimin to the plaintiff even if Wyeth had provided 

him with adequate warnings disclosing Pondimin’s actual heart valve risks. See 

Lineberger, 894 A.2d at 150–51. Although the plaintiff in Lineberger testified that 

she would not have ingested Pondimin had she known of the medication’s actual 

heart valve risk, see id. at 144, the Superior Court ruled in Lineberger that to prove 

learned intermediary causation, the plaintiff must establish that her physician 

would not have prescribed the medication had the physician received proper 

warnings about the medication’s risks. See id. 150–51. 

 And that is precisely what Mrs. Daniel proved in this case and what Ms. 

Simon proved in Simon. In both cases, the physicians testified they would not have 

prescribed E+P to the plaintiffs had those physicians received adequate warnings 

about the actual breast cancer risk. 

 Importantly, Wyeth does not contend that the Superior Court wrongly 

decided the learned intermediary causation issue in Simon. This case represents an 

unremarkable application of Simon’s holding to indistinguishable facts. 

 Once again, Wyeth is not asking this Court to decide what the law should be 

on an issue of importance. Rather, Wyeth is merely asking this Court to decide 

whether the evidence in this particular case satisfies an undisputed legal standard. 

And, in the course of doing so, Wyeth again improperly fails to portray that evidence 

in the light most favorable to plaintiffs as verdict winners. Here, the trial court 
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properly concluded that plaintiffs’ evidence of learned intermediary causation was 

sufficient to support the jury’s verdict, and the Superior Court unanimously 

affirmed. The fourth question presented in Wyeth’s petition for allowance of appeal 

should thus be denied review. 

 

E. After Properly Considering The Testimony Of Dr. Layfield In 
Its Entirety, The Superior Court Correctly Ruled That He Did 
Not Renounce His Testimony At Trial On The Issue Of What 
May Have Caused Mrs. Daniel’s Breast Cancer 

 
 While arguing on the one hand that the Superior Court supposedly failed to 

consider all of the evidence relevant to whether Wyeth’s conduct merited an award 

of punitive damages, Wyeth on the other hand is simultaneously arguing in 

connection with its fifth question presented for review that the Superior Court’s 

“extensive re–review of the evidence” was too detailed of an inquiry into whether 

the trial court was wrong to order a new trial due to the supposed recantation of 

testimony by one of plaintiffs’ causation experts, Dr. Layfield. (Wyeth’s Pet. at 31) 

 To begin with, it is simply incorrect that the Superior Court delved too deeply 

into the facts surrounding Judge Tereshko’s finding of a supposed post–trial 

recantation by Dr. Layfield. As explained above, Judge Tereshko did not preside 

over the trial of this case, and thus he was no more qualified than the judges of the 

Superior Court to compare Dr. Layfield’s post–trial deposition transcript 

(containing the supposed recantation) against Dr. Layfield’s testimony read into the 

record during Mrs. Daniel’s trial. Moreover, it is well–established law in 

Pennsylvania that when an appellate court reviews the trial testimony of an expert 
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witness, the appellate court must consider the entirety of the expert’s testimony. 

See Carrozza v. Greenbaum, 866 A.2d 369, 379 (Pa. Super. Ct. 2004) (recognizing 

that a reviewing court must consider the entirety of an expert’s testimony). 

 Wyeth’s petition for allowance of appeal devotes only two pages to this issue, 

which consumed some eight pages of the Superior Court’s ruling in this case as 

published in Atlantic Reporter (Third Edition), see Daniel v. Wyeth 

Pharmaceuticals, Inc., 15 A.3d 909, 914–21 (Pa. Super. Ct. 2011). As the three–

judge Superior Court panel summarized at the end of its discussion of Wyeth’s 

recantation argument, “we conclude that no basis exists in the record on appeal to 

support Wyeth’s contention that Dr. Layfield recanted his testimony in this case in 

his subsequent deposition in the Zandi case.” Id. at 921. 

 The Superior Court’s opinion in this case recognized that Dr. Layfield 

testified at trial that he did not know precisely what caused Mrs. Daniel’s breast 

cancer. Indeed, he opined that her breast cancer may have resulted from any one of 

several causes. It was a different expert witness who testified that in her opinion, to 

a reasonable degree of medical and scientific certainty, Mrs. Daniel’s ingestion of 

Wyeth’s Prempro medication caused Mrs. Daniel’s breast cancer. And that expert, 

Dr. Naftalis, in contrast to what Wyeth asserts in its brief, did not rely upon Dr. 

Layfield’s conclusions or opinions. Rather, although she considered some specific 

pathology tests done by Dr. Layfield (findings that are not disputed by either party 

or at issue here), Dr. Naftalis did her own independent analysis of the medical facts 

and concluded that E+P was a legal cause of Mary Daniel’s development of breast 
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cancer. In actuality, Dr. Layfield’s inability to opine on the cause of Mary Daniel’s 

breast cancer was a negative fact for the plaintiffs that Mary Daniel opted to 

present herself at trial before Wyeth could do so. And, rather than try and hide that 

fact, Mary Daniel read the exact part of Dr. Layfield’s testimony to the jury where 

Dr. Layfield explained that any of three alternative possibilities were equally 

viable. There was not and could not have been any recantation, since that exact 

testimony was read to the jury at trial. 

 Wyeth’s halfhearted and perfunctory attempt to portray the Dr. Layfield 

“recantation” issue as worthy of this Court’s review falls far short of establishing 

that proposition. Accordingly, this Court should deny review of the fifth and final 

question presented in Wyeth’s petition for allowance of appeal. 
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IV. CONCLUSION 

 For all of the foregoing reasons, defendants’ Petition for Allowance of Appeal 

should be denied. 
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