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January 16, 2009

The Honorable Chief Justice and Associate Justices
The Supreme Court of California

350 McAllister Street

San Francisco, CA 94102-4797

Re:  Amicus Curiae Letter in Support of Petition for Review by Wyeth in
Elizabeth Ann Conte v. Wyeth, Inc., No. S169116

To the Honorable Chief Justice and Associate Justices of the Supreme Court of
California:  Pursuant to Rule 8.500(g) of the California Rules of Court, DRI
respectfully requests that the Court grant the petition for review filed by Wyeth, Inc., in
Elizabeth Ann Conte v. Wyeth, Inc., No. S169116.

Identity and Interest of Amicus Curiae

DRI is the “Voice of the Defense Bar,” a 22,500-member ipternational
association of defense lawyers who represent individuals, corporations, and insurance
carriers involved in civil litigation. Committed to enhancing the skills, effectiveness,
and professionalism of defense lawyers, DRI seeks to address issues germane to
defense lawyers and the civil justice system, to promote appreciation of the role of the
defense lawyer, and to improve the civil justice system. DRI has long been a voice for
a fair and just system of civil litigation, seeking to ensure that it operates to effectively,
expeditiously, and economically resolve disputes for litigants. To that end, DRI
participates as amicus curiae in cases that raise issues of vital concern to its
membership. This is such a case.

DRT’s interest in this appeal stems from its concern about the unprecedented
departure from well-established common law principles governing the concept of duty

in products liability and other tort litigation, and the policy implications of the rule of




law adopted by the Court of Appeals in this case. Since its members are involved in
litigation in state and federal courts all over the country, DRI is well-positioned to assist
the Court by offering insight into the impact of the decision at issue here,

The Court of Appeals held that “the common law duty to use due care owed by a
name-brand prescription drug manufacturer when prowiding product warnings extends
not only to consumers of its own product, but also to those whose dogtors foreseeably
rely on the name-brand manufacturer’s product information when prescribing a
medication, even if the prescription is filled with the generic version of the prescribed
drug.” Opn. at 1. The Court of Appeals also held that a jury-submissible factual dispute
exists regarding whether the plaintiff’s doctor relied on the name-brand manufacturer’s
warnings despite the doctor’s statement that “[a}t no time did I rely in any way on
representations made in the PDR monograph, package insert, labeling materials or other
information from Wyeth regarding the medication Reglan® in order to formulate my
course of care and treatment for Ms. Conte.” Opn. at p 7. Because the doctor testifted
that “he ‘probably’ read Wyeth’s monograph on Reglan in the PDR during his residency
training; that the PDR was one of the sources he generally refers to in his clinical practice
when he considers prescribing Reglan for his patients; and that he believe the information
it contained was accurate,” the Court of Appeals held that there was a fact question as to
the accuracy of the doctor’s recollection and as to whether “information he had
previously garnered from the PDR was a substantial factor in his decision to prescribe
Reglan for her.” Opn. at 7.

This novel and expansive approach to tort Hability cannot be reconciled with
longstanding principles of California tort law, runs counter to the basic notion of personal

responsibility that provides the foundation for traditional tort law, threatens to complicate
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litigation, will drastically increase the expense of litigation by adding additional parties,
and will force many brand-name manufacturers to undergo the rigors and expenses of
trials in order to prove they are strangers to the plaintiff, and to the product ingested by
the plaintiff.

DRI has long supported a balanced civil justice system that facilitates the just,
speedy, and inexpensive resolution of disputes through .litigation. Under such a system,
plaintiffs are fairly compensated for genuine injuries by those who caused them. At the
same time, defendants who are strangers to the plaintiff or whose conduct is causally
unrelated to the plaintiff’s injuries can expeditiously establish that they are not liable.
The Court of Appeals decision in this case, if left undisturbed, severely threatens the goal
of a fair and balanced civil justice system by foisting liability onto defendants with no
relationship to the plaintiff or to the purportedly injurious conduct. The decision is
therefore of great interest to DRI and its members. Since its members have first-hand
experience with litigation involving similar issues, DRI is well-suited to address the
consequences of allowing the decision of the Court of Appeals to stand without review.

Reasons for Granting Review

The issues presented in Wyeth’s petition for review are important questions of
law worthy of this Court’s consideration. Because the Court of Appeals decision will
establish precedent governing future cases, this Court should grant ﬂ1e petition to
consider whether such a novel and expansive approach to tort liability should be adopted
in California. DRI submits that a reversal is warrantgd because of the many detrimental
consequences that would flow from leaving the Court of Appeals decision undisturbed.

At the core, the decision deviates from traditional product liability principles that

have governed such suits for many years. California served as a leader in the developing
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area of product liability law when it decided Greenman v. Yuba Power Products 59
Cal.2d 57, 63 (1963), holding that the “purpose of liability is to insure that the costs of
injuries resulting from defective products are borne by the manufacturers that put such
products on the market.” Id. A fundamental element of product liability law, and of tort
law generally, is that a litigant may recover against an entity only for injuries arising from
the entity’s product; no recovery is allowed for injuries arising from a competitor’s
product. The rationale for this approach has long been that the manufacturer may fairly
be held liable for its conduct in marketing an unsafe product and that the manufacturer is
well-situated to spread the cost of injury from the individual plaintiff to the consuming
public through the purchase of insurance or participation in other risk-spreading
measures. See Anderson v. Owens-Corning Fiberglas Corp. 53 Cal.3d 987 (1991);
Brown v. Superior Court, 44 Cal.3d 1049, 1062 (1988); Daly v. General Motors, 20
Cal.3d 725, 739 (1978}); Ray v. Alad Corp. 19 Cal.3d 22, 31 (1977).

In the past, California courts have required a litigant to prove that a purportedly
defective produci was manufactured by the defendant except in that narrow category of
cases where it is impossible to identify the manufacturer through no fault of the plaintiff.
See Sindell v. Abbott Laboratories 26 Cal.3d 588, 611 (1980). Although a market-share
theory was not applicable or necessary here, the Court of Appeals dispensed with the
well-established obligation of a plaintiff to show that the purportedly injury-causing
product was put into the market by the defendant. Cadlo v. Owen-lllinois, Inc., 125
Cal.App.4th 513, 523-25 (2005). The Court of Appeals recognized a new theory of law
by which a brand-name manufacturer may be held liable for injuries to a plaintiff caused
not by that manufacturer’s product, but by a generic drug manufactured by a different

entity with its own duty regarding the products it puts on the market. See 21 U.S.C. §
. _




301 et seq.; Abbreviated New Drug Application Regulations, Final Rule, 57 Fed. Reg.
17950, 17961 (Apr. 28, 1992); 21 C.F.R. §§ 314.80-314.81. This expansive approach to
liability undermines a foundational principle of tort law, which is that a defendant’s
potential liability is based on the defendant’s conduct.

The Court of Appeals approach will have numerous detrimental effects on the
civil justice system. First, it will make already complicated litigation more complex,
expensive, and difficult by adding numerous potential additional defendants. This
problem will be exacerbated by the Court of Appeals holding that a trial is necessary
despite a physician’s affirmative testimony that he did not rely on brand-name product
information in prescribing the generic drug. If a fact question exists notwithstanding
such affirmative testimony, it is hard to conceive of cases in which summary judgment
will be granted. Most treating physicians will testify to reviewing the PDR or product
labeling for brand name drugs at some point. Thus, brand-name defendants with no
connection to the plaintiff will nevertheless be forced to participate in expensive and
time-consuming discovery and often in trial. The rule means that brand-name
manufacturers will be forced to disprove that a physician ever saw their product
information or will be forced to uﬁdergo the rigors and uncertainties of trial in the
absence of any evidence supporting the kind of relationship traditionally required in a
negligence or product liability action or the reliance ordinarily required to show
misrepresentation.

Second, it will mean that brand-name manufacturers will no longer have control
over the potential liability that they face. Under the Court of Appeals approach, brand-
name manufacturers may be held lLiable, not only for injuries from products that they

place on the market, but for products placed on the market by generic manufacturers with
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whom they have no relationship and against whom they compete for market share. This
indirect liability creates exposure that is difficult to predict and potentially limitless. As a
result, brand-name manufacturers are likely to face difficulty obtaining insurance to cover
the risk. In addition, these expenses will further discourage the research and
development necessary for the production of new medical products by transferring costs
properly allocated to generic drug manufacturers onto brand-name drug manufacturers.
Wyeth has no relationship with the plaintiff in this case and the plaintiffs physician
explicitly testified that he did not rely on Wyeth’s product information. Under the Court
of Appeals novel theory, Wyeth and other brand-name manufacturers may be held liable
for injury-causing generic products put on the market by their competitors without
knowledge or involvement of the brand-name manufacturers. Courts in other
jurisdictions have routinely rejected such an extension of liability. See e.g., Foster v.
American Home Products Corp., 29 F.3d 165 (4th Cir. 1994)(“[t]here is no legal
precedent for using a name brand manufacturer’s statements about its own product as a
basis for liability for injuries caused by other manufacturers’ products, over whose
production the name brand manufacturer has no control.”) Courts have recognized the
unfairness of foisting liability onto the brand-name manufacturer when it lacked any
involvement in production or sale of the generic drug, and when “th.e generic
manufacturer reaps the benefits of the name brand manufacturer’s statements by copying
its labels and riding on the coattails of its advertising.” Foster, 29 F.3d at 170.

Third, brand-name manufacturers face liability under a theory of
misrepresentation that is based on recognizing a duty although they played no role in the
manufacture or sale of the products. Contrary to this Court’s teaching about the limits of

an actionable duty, see e.g., Thing v. La Chusa, 48 Cal.3d 644 (1989)(recognizing that
0



foreseeability alone is insufficient as a template for determining the limits of tort
liability), the Court of Appeals invoked a limitless foreseeability principle without
analyzing the other factors that this Court has required to impose an actionable duty. See
Rowland v. Christian, 69 Cal.2d 108 (1968). Duty is a question of policy, and is
generally based on “a matter of some specific relation between the plaintiff and the
defendant without which there could be no Hability.” Prosser and Keeton On Torts (5™
ed. W. Page Keeton ed. 1984) at 357 citing Winfield, Duty in Tortious Negligence, 34
Colum. L. Rev. 41 {1934). Although foreseeability is an element of the duty analysis,
other factors are equally and often more important. See e.g., Buczkowski v McKay, 441
Mich. 61, 490 N.W.2d 330, 336 (1992). The policy considerations that form the
underpinnings for recognizing a duty were ignored by the Court of Appeals.

Fourth, the Court of Appeals theory will have a distorting effect on the civil
Jjustice system by transferring potential liability of generic drug manufacturers to brand-
name manufacturers when the brand-name manufacturers had no control over the
products purpoitedly causing the injury and were strangers to the plaintiff and the
plaintiff’s physician. This Court has acknowledged that the Legislature is better suited to
imposing broad new tort duties when doing so “involve[s] complex policy decisions.”
Mirkin v. Wasserman, 5 Cal 4% 1082, 1104-05 (1993). That is particularly true in the
context of prescription drugs, which provide critically important societal benefits. Tort
litigation, if allowed in the absence of traditional requirements, can have a deleterious
effect on necessary economic activity such as the research and development of new
drugs. The Legislature, with all its ability conduct broad inquiries and to weigh and

balance competing societal needs, is better-situated than the judiciary to recognize such




broad new liability. Thus, this Court should grant the petition for review and reverse the
Court of Appeals decision.
Conclusion and Relief

The decision in Elizabeth Ann Conte v. Wyeth, Inc., No. S169116, threatens to
create broad new liability for drug product manufacturers. It conflicts with fundamental
principles of fault and responsibility based on an entity’s own conduct that have been
accepted by California courts for decades. The decision interferes with basic goals of the
civil justice system including its effort to connect liability with a defendant’s conduct and

to expeditiously and fairly resolve disputes. For the reasons set forth in Wyeth’s petition

for review and those set forth in this letter, DRI urges this Court to grant review to

resolve the important questions of public policy and law that are presented in this appeal.

Respectfully Submitted,
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