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Does Reverse Bifurcation Inherently
Favor Plaintiffs?
Angela L. Abel, M. A., and Robert F. Bettler, Jr., Ph.D.

How does reverse bifurcation, where a jury deliberates injuries and damages to a verdict be-
fore hearing liability evidence, impact that eventual liability decision? A handful of empirical
studies have examined straight bifurcation (Devine et al., 2001), where damages or punitive
damages are argued affer a liability verdict, but the peer-reviewed literature has yet to address
reverse bifurcation. The common belief in venues where it is employed, like Los Angeles, New
York City and Philadelphia, is that a jury who has already decided to award damages is more
inclined to find someone at fault. Further, many suspect damages can be artificially inflated by
this procedure’s narrow focus on the plaintiff’s injuries.

These suspicions, voiced especially by defense counsel and their corporate clients, have some
prima facie validity. The social scientific literature on straight bifurcation suggests a slight advan-
tage for the defense, so it is conceivable that reversing the bifurcated stages could reverse this
defense advantage. This fear would also appear to be confirmed in a recent report examining
trial information from about 5,500 asbestos trials in several states between the years 1987 and
2002 (White, 2002). White reports that reverse bifurcation results in a 29% increase in liability
verdicts and a $628,000 increase in compensatory damages.

Depending as it does on innumerable case-specifics, the choice, where there is one, of whether
to enter a reverse bifurcation situation cannot be fully resolved in this review. At the same time,
a better understanding of the social cognitive mechanisms by which reverse bifurcation can
potentially increase or decrease your client’s exposure can, along with many other consider-
ations, help to inform that decision.

How might reverse bifurcation impact jurors’ thinking?

While not addressed in the peer-reviewed literature, these two questions, does reverse bifurca-
tion increase liability; and whether there is an impact on damages exposures to defendants,
have been examined in proprietary DecisionQuest research. Interestingly, the defendants’
fears were not confirmed. Jurors who rendered a damages verdict in Phase One of a reverse
bifurcated trial were not necessarily more likely to find against a defendant in the liability
phase, compared to a typical unitary trial structure where jurors consider injury, liability and
damages simultaneously. Similarly, with respect to the second question, damages awarded in
Phase One were not necessarily higher than the damages awarded by jurors who deliberated
liability and damages at the same time after a unitary trial. Nevertheless, some of the dynamics
presumed to underlie an increased risk to a defendant in reverse bifurcation were clearly at
wortk. For example, reverse bifurcation jurors did indeed exhibit a heightened concern about
compensating the plaintiff. On the other hand, other mechanisms were observed that tended
to favor the defendant. One issue, for example, that could militate in the defendant’s favor is
the absence of some of the “bad conduct” information that jurors might ordinarily hear in a
unitary trial: Often a factor that increases the defendant’s exposure, given the well-established
link between jurors’ anger and damages (e.g, Kahneman, Schadke and Sunstein, 2002).
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Message from the Chairs

Welcome to the 2006-07 Bar Year and the expanded Mass Torts Com-
mittee! You may have noticed that we have updated the format of the
Mass Torts newsletter a bit. This is just the tip of the iceberg for the
Mass Torts Committee in the 2006-07 bar year. We have committed
ourselves to making the Committee a valuable part of your profes-
sional life. As you will see from the box elsewhere in this newsletter,
we have added new subcommittees and subcommittee chairs, and if
your interests fall in any of these categories, by all means, let us or the
subcommiittee chairs know so you can become more active.

“Mass Torts” litigation presents thorny questions for lawyers and
judges. Take all of the ordinary challenges of litigation and amplify
them by several orders of magnitude, add the additional problems that
come with managing large numbers of parties and claims, and then
add the social and political undercurrent that attends most Mass Torts.
That’s a potent mix. Our goal for the Mass Torts Committee is to be
your one-stop shop for articles, information, and CLE that will help
you, the Mass Torts practitioner, develop and expand your knowledge
base, so that you can stay ahead of the curve in this challenging field.

Our most important asset is you. This committee is successful because
of the contributions and expertise of people like yourself. We have nu-
merous opportunities for all who want to get involved with the com-
mittee. If you would like to get more involved, please do not hesitate
to contact us. We'd love to hear from you.

New Committee Co-Chairs

As we start the new ABA year, we want to introduce all our members
to our new committee co-chairs. John Manard and Byron Mason have
been appointed to succeed Kevin Durkin and join Alan Rudlin as co-
chairs of our committee. Kevin resigned to devote his full attention
to being President of the Chicago Bar Association for this year. Alan
Rudlin has been re-appointed and will continue to serve as co-chair
of our committee. We will certainly miss Kevin’s leadership, but we

should not suffer from this since he will continue to remain active in
the committee and be a great resource to us.

We are very excited by Byron and John’s appointment. They bring a
great deal of knowledge and experience to our committee. John has
actively participated on our committee events for several years. He is a
partner of Phelps Dunbar, LLP in Louisiana, where he has been prac-
ticing law following graduation from Tulane Law School. His practice
includes environmental litigation, toxic tort defense, and pharmaceuti-
cal defense. Byron is a graduate of Indiana University and the Uni-
versity of Iowa College of Law. He is a partner at Baker & Daniels
LLP in Indianapolis where he concentrates his practice in the areas of
product liability law, mass torts and commercial litigation. Byron has
been a very active member of the Product Liability Subcommittee and
has co-chaired and spoken at several programs.

January 2007 — Joint CLE Summit/Snowbird

You should have received in August a save-the date email from the
ABA Section of Litigation concerning our Joint CLE Summit being
held January 11-13, 2007. We want to again remind you to mark your
calendars and plan to attend. The meeting will be held at The Cliff
Lodge and Spa, located slope-side in Snowbird, Utah. This is the pre-
mier event held by the committee each year and, as in the past few
years, we are holding this meeting jointly with the Products Liability
and Environmental Litigation Committees.

Program planning is complete, and the brochure is out. It can be
found online at http://www.abanet.org/litigation/jointcleseminar/.
In addition to participation by a number of federal circuit and district
court judges, there also will be participation this year by many in-house
counsel from a number of companies, including Altria, Allergan,
Aventis, Amgen, Dow, DuPont, Firestone, Georgia Pacific, Johnson
& Johnson, and Shell Oil. A strong focus of the meeting will be on
hearing from these in-house counsel, starting with the kick-off ple-
nary session which will consist of a roundtable discussion by in-house
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counsel. A special program has also been added for young lawyers
concerning matketing to in-house counsel. John Manard (manardj@
phelps.com) is serving as our Committee’s liaison in the planning pro-
cess this year and we thank him for his great work and on-going ef-
forts in this regard.

We encourage you, your colleagues and your friends and family to at-
tend. Please spread the word! Not only will we have excellent CLE
programming, but the location is ideal for relaxing with family and
friends, with such opportunities built into the schedule. Did we men-
tion this is on the Martin Luther King, Jr., holiday weekend? So plan
on staying a few extra days. There is limited space available at the re-
sort and we would hate to have any of our members closed out. Make
your reservation early. You can reserve now by calling the resort at
800/232-9542 or 801/933-2222. Mention you are attending this meet-
ing to receive the tremendously discounted rate of $199 per night.

You can also check our website periodically for updates and new infor-
mation: www.abanet.org/litigation/committees/masstorts/ . HAWAII
ABA ANNUAL MEETING

Programming for the Honolulu ABA meeting in August 2006, was
more limited than for past ABA meetings in order to allow the at-
tendees and their families to enjoy the breathtaking beauty of Hawaii.
Notwithstanding the ever-present allure of the sunshine and beaches,
however, all the programs presented by the Section of Litigation were
well attended. This is a tribute to the hard work of the meeting and
program planners in the section.

Alan attended the Section’s meetings and in addition, met with the
ABA Standing Committee on Federal Judiciary, on which he is the
Fourth Circuit Member.

Upcoming Events

There are a number of upcoming events being presented by our com-
mittee, the Section of Litigation and the ABA. We ask you put them
on your calendars and plan to attend. First and foremost is our Joint
CLE Summit meeting being held in Snowbird, Utah, January 11-13,
2007. Details on this meeting are discussed above.

The next Section of Litigation Annual Conference takes place April
11-14, 2007 at the Marriott Rivercenter in San Antonio, Texas. The
next ABA Annual Meeting will be held August 9-14, 2007, in San
Francisco, California. We expect to be sponsoring or co-sponsoring
a number of programs at these meetings. Please mark your calendars
and plan to attend.

In addition to these meetings, there are scores of upcoming meet-
ings being presented by other committees of the Section of Litiga-
tion, including regional and local meetings and teleconference CLE
programs, which may be of interest to you. For more information
on all upcoming activities, please visit the Litigation Section’s website:
http:/ /www.abanet.otg/litigation/home html.

Subcommittee Appointments

This fall we revisited our subcommittee structure and appointments.
Last year we reduced and restructured our subcommittees and tried to
focus on appointing subcommittee chairs to those areas that reflected
their practice so our subcommittees could be as active and vibrant as
possible. We invite all our members who want to be more active in the
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committee this coming year to let us know and we will find a place for
you. Our committee is especially interested in involving more young
lawyers and lawyers of color in our activities and leadership.

We continue to work on making all of our subcommittees active and
involved. In this regard, we have charged each subcommittee with the
responsibility for contributing at least one article for our newsletter
each year. We are also asking each of our subcommittees to provide
to us for consideration and potential submission program proposals
for future Section of Litigation and ABA annual meetings. In addi-
tion to programs at these meetings, we are also interested in holding
regional meetings and telephone conference CLE programs, which
also required submission of proposals for approval by the section.
With regard to these programming activities, John Manard (manardj@
phelps.com) and Byron Mason (byron.mason@bakerd.com) will be
serving as co-chairs of our established Programming Subcommittee.
They will be a great resource for those interested in putting program
proposals together. If you have ideas for future programs, please con-
tact Byron or John.

Newsletter

James Beck, Tara Demetriades and Trey Sibley continue as our news-
letter editors. We encourage you to contact them and submit articles
to them for publication in our newsletter. Publication in our newsletter
represents a great opportunity for young lawyers and seasoned veter-
ans alike. We thank James, Tara and Trey for their tireless efforts in
putting together our quarterly newsletter.

Website

Kirk Hartley and Bruce Barze are our website editors. Please visit our
website early and often. You will discover much new information. For
instance, we have added links to valuable mass tort law sources and
other law research information. Did you know you can now access
from our website summaries of all recent decisions of the federal ap-
pellate courts and the United States Supreme Court concerning mass
tort law, as well as obtain copies of the opinions? Try it out and give
us feedback on this and the other things you see or want to see on our
website.

Please visit our Mass Tort Litigation Committee website on a regular
basis for news and updated information on the committee, the com-
mittee’s activities and upcoming events. Again, our committee website
is: www.abanet.org/litigation/committees/masstorts/. If you have
comments or suggestions concerning the content on our website or
changes you would like to see, please do not hesitate to contact Kirk at
khartley@butlerrubin.com or Bruce at bbarze@balch.com.

Membership Drive

As always, we are here to serve you, the members of the Mass Tort
Litigation Committee. If you have thoughts and ideas of how the
committee might provide more benefits to you, please let us know.
And get involved. We look forward to seeing you in Snowbird, Utah,
January 11-13, 2007.

Alan Rudlin
Jobn Manard

Byron Mason
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Reverse Bifurcation continued from page 1...

To further explicate how juries might think in such situations, we turn
to the social psychology of how responsibility is assessed (Bettler &
Spievak, 2005). This model posits several conceptually separable deci-
sions faced by jurors: Judgments about the severity of the plaintiff’s
injuries, about the causality that can be attributed to the various pat-
ties, about the parties’ ability to prevent the injuries, judgments about
responsibility for the injuries and finally judgments about restitution for
the injuries. A reverse bifurcated trial focuses jurors, with a somewhat
unnatural exclusivity, on the first and last decisions in this series, injury
and restitution. Although the model, and the verdict form in a unitary
trial, depicts these decisions as a linear sequence, jurors are certainly
able to approach these decisions in reverse, working backwards from
a desire to put a certain amount of money in the plaintiff’s hands to
finding a way to accomplish that goal through findings of liability and
cause against the defendant(s). Still, looking at the average tendencies of
a group of people, the safest conclusion is that these decisions evolve
in the jurors’ minds more or less simultaneously. Regardless of the or-
der, or lack thereof, research suggests that “fixing” some of these key
decisions results in a bias for the other decisions to be resolved in the
same direction (Simon, 2004). In other words, in situations where the
injury and damages decisions are made in favor of a plaintiff, the other
decisions, regarding cause and liability among others, would have a dis-
proportionate tendency to favor the plaintiff’s as well.

In line with these predictions from the peer-reviewed literature, Deci-
sionQuest’s proprietary research on reverse bifurcation has shown that
when the plaintiff’s injuries are less severe, the “pull” as it were, to re-
solve the other verdict decisions in the plaintiff’s favor is weaker. When
those injuries are more severe, the defendant’s liability risk increases.
Thus, the same mechanisms that can increase a defendant’s exposure in
reverse bifurcation can also decrease it.

Another key finding of DecisionQuest’s research was that the reverse
bifurcated scenario could actually result in lower comparative liability
to the defendant particularly targeted in Phase Two, as compated to a
unitary trial. This observed mitigation of a targeted defendant’s liability
in a reverse bifurcated trial may derive from a somewhat self-defeating
characteristic of a plaintiff’s Phase One case. Medical causation in re-
verse bifurcated toxic tort cases often requires that, in order to succeed
in Phase One, the plaintiff must show a link between the substance in
question, irrespective of source, and the plaintiff’s injuries. Further, in
order to increase damages, the plaintiff must emphasize injury severity,
something that is often inferred from the duration or intensity of the
alleged exposure. This forces plaintiffs, at times, to “pile on” or present
as much evidence as possible on the extent of the injurious exposure.
This also occurs in a unitary trial, of course, but much more attention

Angela L. Abel, M. A. is the Vice President
in charge of the Atlanta office of Decision-
Quest, the nations most experienced trial
consulting firm. Over the past decade, she has
worked on nearly a thousand high-risk engage-
71ents.

is simultaneously focused on the actions, or inaction, of a small num-
ber of targeted defendants, often just one. Thus, in a unitary trial, the
evidence on exposure intensity and duration, along with injury severity,
has a greater likelihood of being simultaneously attached to a targeted
defendant. In effect, then, reverse bifurcation forces the plaintiffs them-
selves to lay the foundation for a critical component of the targeted
defendant’s later liability case: Unless the plaintiff only worked with the
one defendant’s product, it can appear that alternative exposures were
more (if not entirely) responsible for the plaintiffs’ injuries. Note also
that DecisionQuest research findings do not contradict White’s (2002)
observation of higher damages and increased liability risk since she does
not address injury severity or comparative liability in her report.

In summation, then, contrary to the common belief among some de-
fense attorneys and their corporate clients, it may not be that reverse bi-
furcation per se is hazardous to their causes. Instead, the same cognitive
mechanisms that “drive” jurors’ decisions in a unitary trial are doubt-
less at work in a reverse bifurcated one, but the outcome in the latter
scenario is not just a function of the type and quality of the evidence,
but also a function of the manner and order in which that evidence is
presented. A more complete evaluation of any reverse bifurcated case,
then, must include some appreciation of how these factors might inex-
tricably influence one another in the jurors’ minds and a realization that,
although the court can bifurcate a trial, it cannot totally bifurcate human
thinking processes.

© DecisionQuest 2000, all rights reserved.
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FDA’s Preemption Preamble Breathes New Life Into
Preemption Defense Against Drug Labeling Claims

R. David Walk, ]r.

For many years, the debate over whether federal regulation of pre-
scription drug labeling preempts state law product liability claims has
been one-sided, with most courts ruling that federal approval does
not preempt state law claims for failure to warn.! After primarily
sitting out this debate,” the federal government became an active pat-
ticipant in 2002, when the Food and Drug Administration (“FDA”)
began filing amicus briefs urging courts to hold that federal approval
of drug labeling preempts certain types of state law claims based on
alleged deficiencies in the labeling? Those btiefs persuaded an oc-
casional court,’ but most courts refused to grant any deference to the
agency’s position, in part because that position had not been estab-
lished through formal agency proceedings.’

On January 24, 2006, partally in response to these court decisions,’
the FDA published in the Federal Register a preamble formally stat-
ing its preemption position (“Preamble”).” The Preamble echoes the
terms of the Supteme Court’s preemption jurisprudence in describ-
ing how state law product liability litigation conflicts with federal
regulation of prescription drug labeling. The Preamble argues that
this conflict means that state law claims are preempted. Although
plaintiff-oriented commentators have tried to dismiss the Preamble

as having “no legal effect whatsoevet,”

state and federal judges have
paid attention and in some cases deferred to the FDA’s position that
state law claims are preempted. The Preamble has turned a one-sided

discussion into a real debate.

The Preamble was published as part of the FDAs explanation for
amending its regulations governing the content and format of label-
ing for human prescription drug and biological products.” Those final
regulations completed an overhaul to the FDA’ labeling regulations
that began on December 22, 2000, with the publication of proposed
rules." Among the most significant changes wete changes to the for-
mat of labeling and a requirement that the labeling include an intro-
ductory section entitled “Highlights of Prescribing Information.”

In the course of those rulemaking proceedings, the FDA asked for
comments on the product liability implications of revising the label-

R. David Walk, Jr. is Counsel in the Mass
Torts and Products Liability Group of the
Philadelphia office of Dechert I.LLP. His e-
mail address is david.walk@dechert.com.

ing rules."" Some manufacturers expressed concetn that highlight-
ing selected information could make them vulnerable to product li-
ability claims for failure to highlight other information; others asked
the FDA to state more generally whether FDA approval of labeling
would preempt state law.'> The FDA responded: “FDA believes
that under existing preemption principles, FDA approval of label-
ing under the act, whether it be the old or new format, preempts
conflicting or contrary State law.””"® The FDA noted that its amicus
briefs had made this point and used the Preamble to provide a full
explanation of “the government’s long standing views on preemp-
tion.”™

The Preamble started its explanation by emphasizing how the regu-
lation of labeling is central to the regulatory scheme established by
Congress. Under the FDCA, according to the Preamble, “FDA is
the expert Federal public health agency charged by Congress with
ensuring that drugs are safe and effective, and that their labeling ad-
equately informs users of the risks and benefits of the product and
is truthful and not misleading.”"> The FDA makes labeling decisions
under the FDCA and FDA regulations based on its analysis of the
drug and its label, which includes consideration of clinical issues
and public health issues.'® The Preamble concludes that labeling is
“the centerpiece of risk management for prescription drugs gener-

o
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ally.”"” This demonstration of labeling’s importance to federal drug
regulation was the first step in the FDA’ case for conflict preemp-
tion, which occurs when state law interferes with the operation of
a federal scheme'® or “stands as an obstacle to the accomplishment
and execution of the full purposes and objectives of Congress.”"
The Preamble then stressed the amount of time and attention the
FDA puts into labeling decisions. The FDA stated that a decision to
approve a label “reflects thorough FDA review of the pertinent sci-
entific evidence” and “a comprehensive scientific evaluation of the
product’s risks and benefits under the conditions of use prescribed,
recommended, or suggested in the labeling”® The labeling “com-
municates to health care practitioners the agency’s formal, authorita-
tive conclusions regarding the conditions under which the product
can be used safely and effectively”?" The FDA “carefully controls
the content of labeling for a prescription drug” and “continuously
works to evaluate the latest available scientific information to moni-
tor the safety of products and incorporate information into the
product’s labeling when appropriate.”” This emphasis on the time
and care the FDA devotes to labeling decisions calls to mind the
generally accepted preemption standard under the Medical Device
Amendments (“MDA”), which gives preemptive effect to the FDA’s
rigorous, time-consuming decisions under the pre-market approval
process but not to the FDA’s quicker, less rigorous decisions under
the “substantial equivalence” process.”



6 AMERICAN BAR ASSOCIATION SECTION OF LITIGATION

After showing that the FDA’s regulation of labeling is central to
the regulatory system established by Congress and that the FDA
devotes great time and attention to labeling, the Preamble explains
how product liability litigation could “directly threaten[],”
with,” “frustrate,” and “present an ‘obstacle’ to” the agency’s abil-

conflict

ity to regulate labeling** Those terms echo the terms used by the
Supreme Court to describe state laws that conflict with federal law
and are therefore preempted.® The Preamble gives the following
examples of conflicts created by state law product liability lawsuits:

*  courts have permitted claims based on the failure to include
warnings the FDA had specifically considered and rejected as
scientifically unsubstantiated;

*  “liability concerns were creating pressure on manufacturers to
expand labeling warnings to include speculative risks and, thus,
to limit physician appreciation of potentially far more signifi-
cant contraindications and side effects™;

* state law attempts to impose
additional warnings can lead
to labeling that does not accu-
rately portray a product’s risks,
thereby potentially discourag-
ing safe and effective use of
approved products or encout-
aging inappropriate use and
undermining the objectives of
the act”;

* state law actions “encourage,
and in fact require, lay judges
and juries to second-guess the
assessment of benefits versus
risks of a specific drug to the
general public—the central

role of FDA”; and

* the threat of significant dam-
age awards or penalties pres-
sures manufacturers “to attempt to add warnings that FDA has
neither approved nor found to be scientifically required.””

With this list of conflicts, the FDA established at least a prima facie
case of conflict preemption, as it showed that the state laws interfere
with the operation of a federal scheme.

The FDA then addressed the primary reasons courts have given in
refusing to find that FDA approval preempts failure-to-warn claims.
Courts commonly state that manufacturers can strengthen warning
statements without prior FDA approval. The Preamble responds:
“In fact, the determination whether labeling revisions are necessary
is, in the end, squarely and solely FDA’s under the act.”” While
sponsors in theory may add risk information without prior FDA
approval, the FDA stated that it reviews all such revisions and could
disapprove them and bring enforcement actions if the amended la-
bel was false or misleading.® The FDA stressed repeatedly that “in

[T]he Preamble explains how product
liability litigation could “directly
threaten[],” “conflict with,” “frustrate,” and
“present an ‘obstacle’ to” the agency’s ability
to regulate labeling. Those terms echo the
terms used by the Supreme Court to describe
state laws that conflict with federal law and
are therefore preempted.

practice, manufacturers typically consult with FDA prior to adding

tisk information to labeling.”?

Another ground often cited by courts, that FDA labeling require-
ments are minimum safety standards,” is a “misunderstanding of
the act,” according to the Preamble. “In fact, FDA interprets the
act to establish both a ‘floor” and a ‘ceiling,” such that additional dis-
closures of risk information can expose a manufacturer to liability
under the act if the additional statement is unsubstantiated or oth-
erwise false or misleading.””® The Preambile states that requirements
to disclose additional information “are not necessarily more protec-
tive of patients” and “can erode and disrupt the careful representa-
tion of benefits and risks that prescribers need to make appropriate
judgments about drug use. Exaggeration of risk could discourage
approptiate use of a beneficial drug’”*?

The Preamble gives several examples of claims that would be pre-
empted by FDA labeling regulation, including claims that a manu-
facturer failed to include “warnings
that are not supported by evidence
that meets the standards set forth
in this rule” or failed to include a
statement that had been proposed
to the FDA but that the FDA did
not require (unless the FDA had
determined the sponsor withheld
material information).”” The Pre-
amble concludes by acknowledg-
ing that FDA regulation of drug
labeling will not preempt all state
law actions and cites as an exam-
ple the Supreme Court’s holding
in Medtronie, Inc. v. Lobhr** that state
law requirements that paralle]l FDA
requitements may not be preempt-
ed.®

Because it is published in the Fed-
eral Register, the Preamble must be
accorded mandatory judicial notice
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by all courts.® Thus, courts cannot choose to ignore the FDA’s for-

mal position, as some did with the Agency’s amicus briefs.

The first court decisions to consider the Preamble demonstrate how
it has given a boost to the preemption defense. The two state court
decisions are split. In Awbramowitz v. Cephalon, Inc., the New Jersey
Superior Court relied on the Preamble in concluding that the FDA’s
decision to approve the defendant’s label preempted a state law
claim for failure to warn.”” The coutt respected the FDA’s decision
about preemption because the agency was acting within the scope
of its authority and intended to preempt state law™ Two months
later, however, the Rhode Island Superior Court in Coutu v. Tracy
reached a contrary conclusion and held that the plaintiff’s claims
based on the labeling were not preempted.”” The court discounted
the FDA’s position because the FDA had stated a contrary position
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six years before and because courts had held that such claims were
not preempted.*’

The three federal decisions are also split, with two decisions dis-
missing the Preamble after cursory analysis, and one decision fol-
lowing the Preamble after extensive discussion and analysis. The
first federal decision to mention the Preamble, [ aisure-Radke v. Par
! cited the Preamble as providing that FDA ap-
proval preempts conflicting or contrary state law. The court rejected

Pharmacentical, Inc.,*

the defendant’s preemption claim on the ground that the state law
at issue did not conflict with federal regulations.** The court did
not discuss the Preamble further, apparently on the belief that the
lack of conflict with state law did not require consideration of the
Preamble. The court in Jackson v. Pfizer, Inc.,”* gave short shrift to the

7% The court stated in a foot-

preamble, calling it “not persuasive.
note that the FDA had failed to comply with the requirements of
Executive Order 13132 “to communicate with the states and to al-
low the states an opportunity to participate in the proceedings prior
to a preemption decision.”* The
court did not explain why this fail-
ure to communicate would render
the Preamble nugatory, or even
why it could make such an admin-
istrative law determination in a civil
lawsuit between private parties.*

The most comprehensive analysis
of the Preamble and its effect came
in Colacicco v. Apotex, Inc.'" Plaintiff
Joseph Colacicco’s wife committed
suicide after taking a generic ver-
sion of the anti-depressant Paxil,
and he sued the maker of the ge-
neric and the maker of the innova-
tor alleging that they failed to warn
of the increased risk of suicidal
behavior. After defendants moved
to dismiss on federal preemption
grounds, the court asked the FDA
to file an amicus brief addressing
several questions, including the legal force of the Preamble and
whether the court could consider the Preamble given that it was is-
sued aftet the conduct giving rise to the litigation.*® The FDA’s am-
icus brief, filed at the request of the court on May 10, 2000, stressed
that the FDA had repeatedly rejected attempts to strengthen the
drug’s warning of an association between suicide and Paxil use be-
cause the FDA concluded that there was not reasonable evidence of
an association.” The FDA also argued that the court could consider
the Preamble and that, even if it could not, plaintiff’s claims were
preempted based on established preemption principles.

On May 206, 2006, the court agreed with the FDA that plaintiff’s
claims were preempted and grant the defendants’ motions to dis-
miss. The court noted the “many conflicting court decisions on this
topic” but found that “a seties of Supreme Court decisions point
this Court in the direction of deference [to the FDA’s views|, and

Because it is published in the Federal
Register, the Preamble must be accorded
mandatory judicial notice by all courts.
Thus, courts cannot choose to ignore the

FDA's formal position, as some did with the
Agency’s amicus briefs.

v

751 The court made it clear that its

require dismissal of this case.
decision turned on the FDA’s positions on preemption and relevant
statutes and regulations: “The FDA’s view is critical to this Court’s
analysis because Supreme Court precedent dictates that an agency’s
interpretation of the statute and regulations it administers is entitled
to deference.”® The court noted that the Supreme Court had found
the FDA’s position on the preemptive scope of its regulatory au-
thotity “dispositive” in one case® and had deferred repeatedly to
the FDA’s views in other tecent preemption cases.> The coutt also
found that the Supreme Court had deferred to a preemption posi-
tion that an agency communicated in amicus briefs “as well as in
‘regulations, preambles, interpretive statements and responses to
comments.””
The court noted that its governing court of appeals, the Third Cir-
cuit, had not ruled on the deference that should be afforded to the
FDA’s views on this issue; however, that court had recently consid-
ered deference to the FDA’s views about the express preemption
provision of the MDA in Horn ».
Thoratec Corp.>® 'The court in Horn,
according to the Colacicco opinion,
deferred to the FDA’s position that
state law claims were preempted by
the express preemption provision
of the MDA.”” The Third Citcuit
held that deference was required
even though the FDAs current
position was a departure from its
prior position.®® The Third Circuit
found that even a revised agency
position was entitled to deference
if the change is supported by rea-
soned analysis, “because an initial
agency interpretation is not instant-
ly carved in stone.”” Although the
issue presented in Horn concerned
the express preemption provision
of the MDA, the Colacicco court
found that “the Horz court broadly
announced a policy of affording deference to the FDA’s position on
preemption, and did not narrow the holding only to cases involving
express preemption.”

After determining the amount of deference required, the court
considered the FDA’s views expressed in its amicus brief in the Co-
lacicco case, its amicus briefs filed in two other cases in 2002 and
2005, and the Preamble. From the amicus briefs the court drew
the conclusion that the generic drug makers could not have added
the warning plaintiffs argued should have appeared, both because
an additional warning would have constituted misbranding, in light
of the FDA’s prior rejection of additional warnings as contrary to
the scientific evidence, and because generic drug makers, accord-
ing to the FDA, cannot unilaterally change drug warnings without
ptior FDA approval.®? The court recognized that other courts had
held that generic drug makers could change the label without prior
approval, but concluded “that principles of deference do not allow
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us to question the FDAs interpretation of its own regulations—e.g.
that generic drug manufacturers can not make changes without pri-
ot approval.”®

The court also found it appropriate to defer to the FDA’s conclu-
sion in the Preamble that the FDCA preempts state failure-to-warn
claims, as well as its subsidiary conclusions that FDA labeling stan-
dards are not just minimum standards and that drug manufacturers
do not, in practical terms, have the ability to change the labeling
without FDA approval.** The court rejected plaintiff’s argument
that the Preamble was merely legal argument, finding that the court
was obligated to “respect its expert judgment that an October 2003
warning label other than approved by the FDA would have been in
direct, actual conflict with federal law.””*® The court further rejected
plaintiff’s claim that the FDA’s current position should be discount-
ed because the FDA previously had stated in 1996 and 2000 that its
regulations did not have preemptive effect.”® The court relied on the
Supreme Court’s holding in Chevron that an agency’s interpretation
can warrant deference even if the agency had changed its interpre-
tation and on the fact that the FDA’s position after 2000 had been
very consistent.®’

In response to Colacicco’s argument that the Preamble could not
be retroactively applied to a case arising out of a death in 2003,
the court looked to federal administrative law principles to conclude
that the Preamble was an interpretive rule that merely clarified exist-
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ing law and therefore did not have prohibited retroactive effect.”®

The court further explained that its ruling on the retroactivity of the
Preamble was not dispositive because the FDA’s position was also
stated in its amicus briefs and because the court would have come to
the same conclusion without consideting the Preamble.”

The court then considered the “numerous cases” by courts other
than the Third Circuit concluding that state failure-to warn claims
are not preempted by the FDCA and FDA regulations.” The court
“concluded not that their analysis itself is wrong, but rather that it is
improper for a federal district judge to engage in this analysis in the
first place.”™ The court stated that those other courts did not have
a clear amicus brief from the FDA and the Preamble, both of which
clearly stated that claims such as Colacicco’s were preempted by the
FDCA, and both of which the court found “dispositive.””* Accord-
ingly, the court concluded that plaintiff’s failure-to-warn claims were
preempted by federal law.”

Colacicco, Abramowitz, Jackson, Laisure-Radke, and Coutu are only the
first in what is likely to be a series of decisions concerning the scope
and significance of the FDA’s Preamble. If it does nothing else, the
Preamble has reinvigorated the debate over whether FDA approv-
al of prescription drug labeling preempts state law failure to warn
claims. If the appellate courts are as divided as the first courts to
decide these cases, a circuit split will arise within the next few years,
and the debate may have to be resolved by the Supreme Court.

Endnotes continued on page 15...
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Rx For The Courts—Healthy Dose Of The Restatement Third
In Pharmaceutical And Medical Device Cases

RKaren Daley

For years the Restatement (Second) of Torts provided courts with
little guidance in analyzing and adjudicating design defect claims
involving prescription drugs and medical products. Whether strict
liability should be imposed for design defects in prescription drugs
and presumably prescription medical devices was determined under
the infamous comment k of § 402A of Restatement Second. Unfor-
tunately, comment k was vague and ambiguous and often provided
more questions than answers. Consequently, since the adoption of
§ 402A and comment k, there has been significant disagreement
among the courts regarding its interpretation and application, result-
ing in confusion, ambiguity and inconsistencies in this area of law.

Nearly thirty five years after the adoption of § 402A, the American
Law Institute introduced the Restatement (Third) of Torts seeking
to unify and more clearly define the law by setting forth a new rule
pertaining solely to prescription medical products. Many anticipated
that the long awaited Restatement Third would clarify the law with
respect to design defect claims in prescription drugs and medical
devices. While the Restatement Third may have clarified the law in
this area, it has been heavily criticized and generally rejected by the
courts. This article will explore the differences between the Restate-
ments pertaining to the law of design defect claims in pharmaceu-
tical and medical device cases and explain why courts have been
reluctant to adopt the Restatement Third’s position on liability.

Restatement (Second) Torts, Section 402A, comment k

Section 402A of Restatement (Second) Torts was adopted in 1965.
Section 402A globally addressed strict liability for the seller of a
product that causes physical harm to a user or consumer. Comment
k of §402A specifically addressed the law regarding unavoidably un-
safe products, including prescription drugs. Comment k provides:

There are some products which, in the present state of
human knowledge, are quite incapable of being made safe
for their intended use. These are especially common in the
field of drugs. An outstanding example is the vaccine for
the Pasteur treatment of rabies, which not uncommonly

Karen A. Daley is an associate with the law
Jirm of Updike, Kelly & Spellacy, P.C. in
Hartford, CT. Ms. Daley’s practice focuses
on the defense of medical malpractice, product
liability, construction and mass torts cases.

leads to very serious and damaging consequences when
it is injected. Since the disease itself invatiably leads to a
dreadful death, both the marketing and the use of the vac-
cine are fully justified, notwithstanding the unavoidable
high degree of risk which they involve. Such a product
propetly prepared, and accompanied by proper directions
and warnings is not defective and is not unreasonably dan-
gerous. The same is true of many other drugs, vaccines,
and the like, many of which for this very reason cannot
legally be sold except to physicians, or under the prescrip-
tion of a physician. It is also true in particular of many
new or experimental drugs as to which, because of lack
of time and opportunity for sufficient medical experience,
there can be no assurance of safety, or perhaps even of
purity of ingredients, but such experience as there is justi-
fies the marketing and use of the drug notwithstanding a
medically recognizable risk. The seller of such products, again
with the qualifications that they are properly prepared and marketed,
and proper warning is given, where the sitnation calls for it, is not
to be beld strictly liable for unfortunate consequences attending their
use, merely because he has undertaken to supply the public with an
apparently useful and desirable product, attended with a known but
apparently reasonable risk.

Section 402A Restatement Second Torts, comment k (1965) (em-
phasis added). Comment k limited the scope of liability for design
defect claims regarding unavoidably unsafe products to a negligence
standard provided that certain conditions in the rule were met. Spe-
cifically, that the products were propetly prepared and marketed and
appropriate directions and warnings were provided. Comment k
also addressed the public policy issues surrounding the availability
of such products. As noted by the courts, the purpose of comment
k was to “encourage the manufacture of ethical drugs, and the re-
search and development of new drugs without the threat of strict li-
ability.” Toner v. Lederle Laboratories, 732 P.2d 297, 339 (Idaho 1987).

Despite its seemingly clear direction and purpose, courts have strug-
gled considerably with the interpretation and application of com-
ment k. While the vast majority of courts agree that comment k
applies only to design defect claims, there is divergence with respect
to the question of whether comment k provides blanket immunity
from strict liability for all prescription drugs.

The majority of jurisdictions hold that comment k does not pro-
vide blanket immunity from strict liability for prescription drugs. See
Hill v. Searle Labs., 884 F2d 1064 (8th Cir 1989); Parkinson v. Guidant
Corp., 315 E Supp. 2d 741 (W. D. Pa. 2004); Taylor v. Daneck Medical,
Ine., Civil Action 95-7232, LEXIS 20265 (E.D. Pa. Dec. 29, 1998);
Mele v. Howmedica, Inc., 808 N.E.2d 1026 (I1l. 2004); Bryant v. Hoffman-
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LaRoche, Inc., 585 S.E.2d 723 (Ga. 2003); Freeman v. Hoffman-I.aRoche,
Inc, 618 N.W.2d 827 (Neb. 2000). Instead, most of these jurisdic-
tions hold that comment k is an affirmative defense and its applica-
bility must be determined on a case-by-case basis employing various
tests. A majority of “case-by-case” jutisdictions employ a tisk/utility
analysis to evaluate the applicability of the comment k affirmative
defense. See Tobin v. Astra Pharmaceutical Products, Inc., 993 F2d 528
(6th Cir 1993); Hill v. Searle L.ab., 884 F.2d 1064 (8th Cir 1989); .4d-
ams v. G.D. Searle & Co., 576 So.2d 728 (Fla. 1991); Toner v. Lederle
Labs., 732 P.2d 297 (Idaho 1987); Castrignano v. E.R. Squibb & Sons,
Ine., 546 A. 2d 775 (R.I. 1988).

For instance, in Toner, the court discussed its interpretation of com-
ment k and the application of the risk/utility analysis. It explained
that the preconditions to applying comment k required a determina-
tion as to whether the product at issue was properly prepared and
was accompanied by proper warnings and directions. Toner, 732 P.2d
at 305. If these preconditions were met, “the [manufacturer| must
then establish that the product’s
risk was in fact unavoidable.” Id.
Establishing that the product’s risk
was unavoidable requires a show-
ing that “at the time of distribution
of the product, no feasible alterna-
tive design which on balance ac-
complishes the subject product’s
purpose with a lesser risk” was
available. Id. at 306 (internal cita-
tions omitted). Therefore, a manu-
facturer is shielded from strict li-
ability if the risks are unavoidable
but the product is apparently useful
and desirable with known but rea-
sonable risks.” Id. The court recog-
nized that “[comment k] contem-
plates a weighing of the benefit of
the product against its risk...where
the scales must cleatly tip in favor
of the benefits for comment k to
apply.” 1d.

In contrast, a minority of jurisdictions hold that comment k is not
an affirmative defense, but rather that it provides blanket immunity
from strict liability. The seminal case setting forth the minority view
is Brown v. Superior Court, 751 P.2d 470 (Cal.1988). In Brown, the Cali-
fornia Supreme Court held that drug manufacturers should not be
held strictly liable for design defects if the elements of comment k
are met. See Brown, 751 P.2d at 477. California’s Supreme Court held
that exempting drug manufacturers from strict liability would best
serve the public interest in the “development, availability and rea-
sonable price of drugs.” Id. Another sound argument for the blanket
immunity approach centers upon the fact that most drugs undergo
a rigorous evaluation by the Food and Drug Administration prior to
being marketed. Grundberg v. Upjohn Co., 813 P.2d 89, 95 (Utah 1991).
Presumably, such drugs are already deemed to be not unreasonably
dangerous upon receipt of FDA approval for marketing;

[T]he Restatement (Third) Torts, §6(c) was
adopted in an attempt to clarify and unify the
law regarding liability for prescription drugs
and medical devices. While the intended
purpose of § 6(c) was to add clarity regarding
liability for prescription medical products,
it can hardly be called a restatement of the
law. Rather, § 6(c) involved a rewriting of the

medical products.
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Jurisdictions adopting the majority view of comment k are highly
critical of this minority view and find that such blanket immunity
severely limits the discretionary powers of the court. Freeman v. Hoff-
man-LaRoche, Inc., 618 N.W.2d 827, 836 (Neb. 2000). Courts critical
of the minority view have also held that comment k does not ap-
ply to all presctiption drugs and tequires a case-by-case risk/benefit
analysis to determine if its application is appropriate. Adams v. G.D.
Searle & Co., Inc., 576 So.2d 728, 732 (Fla. 1991). In general, these
courts find that blanket immunity does not advance public policy
and may in fact harm consumers by discouraging manufacturers
from developing safer products. Id.

Liability of Commercial Seller or Distributor for Harm
Caused by Defective Prescription Drugs and Medical
Devices, Section 6(c) of Restatement Third (Torts)

In 1997, after decades of debate surrounding the interpretation and
applicability of comment k, the Restatement (Third) Torts, {6(c) was
adopted in an attempt to clarify
and unify the law regarding liability
for prescription drugs and medical
devices. While the intended pur-
pose of § 6(c) was to add clarity
regarding liability for prescription
medical products, it can hardly be
called a restatement of the law.
Rather, § 6(c) involved a rewriting
of the law on design defect claims
for prescription medical products.
This departure from the existing
law has created as much contro-
versy as comment k and has been
rejected by the majority of courts
that have considered it.

law on design defect claims for prescription

Section 6 (c) is more closely aligned
with the minority view of comment
k, providing prescription drug and
device manufacturers with a de facto
exemption from strict liability for
design defect claims. Unlike the majority view of comment k, § 6(c)
does not employ a risk/utility analysis, but instead uses a reason-
able physician standard to determine potential liability. Section 6(c)
provides:

A prescription drug or medical device is not reasonably
safe due to defective design if the foreseeable risks of
harm posed by the drug or medical device are sufficiently
great in relation to its foreseeable therapeutic benefits that
reasonable health-care providers, knowing of such fore-
seeable risks and therapeutic benefits, would not prescribe
the drug or medical device for any class of patients.

Restatement (Third) Torts, §6(c) (1998). As noted in the Restate-
ment’s comments, Section 6(c) falls short of providing blanket im-
munity to prescription drug and medical device manufacturers for
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design defects, providing that a prescription drug or medical device
is defectively designed only when it does not provide a net benefit
to any class of patients. See Restatement (Third) Torts, § 6(c), com-
ment b.

The Reporters for the Restatement based their decision to rewrite
the law in this area on the unique nature of prescription drugs and
medical devices. In adopting § 6(c), the Reporters considered how
prescription drugs and medical devices differed from ordinary prod-
ucts. First, they considered that unlike ordinary products, drugs and
medical devices are sold only pursuant to a prescription and the
warnings and/or directions attendant to the use of the drug or de-
vice are provided to the health-care practitioner. I4. The Reporters
also recognized that only health-care practitioners are in a position
to appreciate the significance of the risks of prescription medical
drugs and devices, to address their advantages and disadvantages,
and to effectively report this information to the patient. Id. There-
fore, it necessatily incorporated the learned intermediaty rule into

§6().

The Reporters also considered the
Food and Drug Administration’s
(“FDA”) role in permitting the
marketing of prescription drugs
and medical devices. Id. Prescrip-
tion drugs and medical devices
undergo rigorous evaluation by the
FDA before being placed on the
market, thus, the Reporters con-
cluded that their approval is a “le-
gitimate mechanism for setting the
standards for drug design.” Id. The
idea that the FDA heavily regulates
the prescription drugs and devices,
presupposes that the
FDA will keep unreasonably dan-

however,

gerous prescription products off

the market. Id. It also presupposes

that the prescribing health-provid-

er has been adequately informed

about the prescription device and will assure that the right drug
and/or device will reach the right patient. Id.

<

Finally, the drafters of § 6(c) recognized that the
of prescription [products] calls for a different test that attempts to

‘unique nature

maximize the benefits provided by unavoidably risky [products] and
minimize the harm.” Bryant v. Hoffiman-L.aRoche, 585 S.E.2d 723, 734
(2003). Section 6(c) employs a reasonable physician standard, which
considers whether a reasonable physician would prescribe the drug
to any class of persons. The basis for the adoption of such a stan-
dard is the belief that physicians are in the best position, given their
knowledge of the risks and benefits of such products, to ensure
that they are prescribed to the right patients under the right circum-
stances. Indeed, the drafters recognized that proving a design defect
claim under a reasonable physician standard would be difficult and
only under “unusual circumstances would liability be imposed.” See

The Reporters for the Restatement based
their decision to rewrite the law in this area
on the unique nature of prescription drugs

and medical devices. In adopting § 6(c),

the Reporters considered how prescription
drugs and medical devices differed from
ordinary products.
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Section 6(c), comment f. The drafters of § 6 also took into consid-
eration that plaintiffs would still have a causes of action against a
drug manufacturer for manufacturing defects and failure to warn.
See Restatement (Third) Torts, {6, comments ¢ and d.

Despite the logical basis for adopting § 6(c), it has come under in-
tense criticism and has generally been rejected by most courts. See
Mele v. Howmedjea, Inc., 808 N.E.2d 1026, 1038-39 (Ill. 2004) (refusing
to adopt § 6(c) and overturn years of common law precedent in this
area of law); Bryant v. Hoffinan-LaRoche, Inc., 585 S.E.2d 723,728 (Ga.
2003) (declining to adopt § 6(c)without prior case law); Freeman .
Hoffman-LaRoche, Inc., 618 N.W.2d 827 (Neb. 2000) (rejecting § 6(c)).
In Freeman v. Hoffman-LaRoche, Inc., the Nebraska Supreme Court dis-
cussed several criticisms of § 6(c). See Hoffian-LaRoche, 618 N.W.2d
at 839-40. First, the Nebraska Supreme Court points out that § 6(c)
does not restate the law, whatsoever, but formulates new law with-
out support in existing case law. Id. at 839. The court also points out
that the Restatement fails to acknowledge the majority view under
Restatement Second, comment k
that recognizes a risk/utility test for
determining whether strict Lability
applies in a design defect case. Id. A
reasonable physician test is simply
not contemplated by the majority
view. Id.

Second, the Nebraska Supreme
Court also found that the reason-
able physician test was “artificial
and difficult to apply.” Id. Essen-
tially, the Court held that the test
would require a fact finder to as-
sume that a physician has as much
or more information about a pre-
scription drug than the manufac-
turer. Id. The Court also expressed
the concern that the reasonable
physician test ignored the fact that
“physicians tend to prescribe drugs
they are familiar with or for which
they have received advertising material, even when studies indicate
that better alternatives are available.” Id.

Third, the Court found that the reasonable physician test “lacks flex-
ibility and treats drugs of unequal utility equally.” Id That is, drugs
with serious side effects but different levels of utility, such as a drug
used for cosmetic purposes and one that treats a deadly disease,
could both escape strict liability if either was deemed useful to a
class of patients and would be prescribed by a reasonable physician.
Id. Such a rule, according to the Court, ignores that the cosmetic
drug, with less utility, should be “subject to liability if a safer yet
equally effective design was available.” Id. The Court found that the
reasonable physician standard would never allow such liability, unlike
a risk/utility test that would permit liability in appropriate, though
limited, cases. Id. Similarly, the Nebraska Supreme Court noted that
a design defect claim could be easily defeated by a defense expert’s
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testimony that the drug was beneficial to some class of persons. Id.
at 840. In essence, the Court took serious issue with the fact that §
6(c) shields manufacturers from “a wide variety of suits that could
have been brought under comment k. Id.

To the contrary, a few courts have accepted § 6(c) or would have
supported its application. See Siza v. Danek Medical, Inc., 43 F.Supp.2d
245, 256 (E.DN.Y. 1999) (finding insufficient evidence to support
design defect claim under § 6(c)); Gebbardt v. Mentor Corp., 191 ER.D.
180 (D. Ariz. 1999) (denying design defect claim under § 6(c)); Mik-
trano v. Lederle Labs., 769 N.Y.8.2d 839, 852 (NY 2003) (supporting §
6 (c) analysis and its rationale for adoption); Taylor v. Danek Medical,
Ine., Civil Action 95-7232 LEXIS 20265 at *23 (D. Pa. Dec. 29, 1998)
(analyzing a design defect claim under § 6(c) and predicting that the
Supreme Court of Pennsylvania would eventually adopt this rule).
Additionally, at least one court that rejected 6(c) discussed the merits
of the new Restatement for design defects of prescription prod-
ucts in the concurring opinion. See concurring opinion in Bryant,
585 S.E.2d at 733. Judge Andrews
of the Georgia Appellate Court, in
his concurring opinion in Bryant,
states that he would have adopted §
6(c). Id. Judge Andrews agrees with
the notion that prescription drugs
and medical devices are unique in
nature. Id. His view is that in light
of the unique nature of these
products, § 6(c) contemplates a
reasonable alternative design test
in which a prescription drug could
be found defective if the plaintiff
proves that a safer designed pre-
scription drug that has received
FDA approval, was on the market
and was available for prescription
by a reasonable health care pro-
vider. Id. The test, he explained, is
not whether the manufacturer conld
have designed a safer prescription
product but whether one actually exists. I4. (emphasis added).

Judge Andrews believed that the design defect test in § 2 of Restate-
ment Third, which employs a risk/utility test, is not approptiate to
judge whether a design defect exists in a prescription medical prod-
uct. Id. He explained that § 2 would allow a plaintiff to show that a
drug was defectively designed by proving that a manufacturer could
have designed a safer product. Id. This would necessarily require the
courts to answer the question of whether a “new alternative drug
would have won FDA approval in time to help the plaintiff.” Iz.
Judge Andrews stated that a court could not possibly answer that
question without “replicating the FDA approval process,” a task that
the court is not qualified to undertake. I7.

Also, Judge Andrews agrees that § 6(c) furthers the public policy
behind this rule in making drugs or devices available even to a small
class of patients who might benefit from them. Id. He remarked that

In light of the continued confusion
surrounding comment k and the non-
acceptance of § 6(c), commentators have
proposed alternatives to the tests set forth
in Restatements Second and Third. These
alternative approaches envision a “middle
ground” between strict liability and § 6(c)’s
seemingly blanket immunity.
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because the products are available only by prescription and provided
by a physician that the right drug will reach the right patient. Id.

Finally, Judge Andrews recognized the fact that there are instances
in which a physician will prescribe the wrong drug causing a plaintiff
harm or prescribe a wrong drug because the manufacturer failed to
provide adequate warnings. Id. Either way, Judge Andrews stated
that the plaintiff has recourse against the physician for negligence
or the manufacturer for inadequate warnings and is not foreclosed
from being made whole for his injury. Id.

Overall, Judge Andrews found that § 6(c) provided a “better rea-
soned alternative to the risk/utility test employed under comment
k> Id.

Alternative Approaches

In light of the continued confusion surrounding comment k and the
non-acceptance of § 6(c), commen-
tators have proposed alternatives to
the tests set forth in Restatements
Second and Third. These alterna-
tive approaches envision a “middle
ground” between strict liability and
§ 6(c)’s seemingly blanket immu-
nity. For example, commentators
have suggested a negligence stan-
dard for design defect claims. It is
believed that a negligence standard
would “assure plaintiffs and com-
mand defendants that reasonable
care is expected and required; it as-
sures plaintiffs that defendants who
act unreasonably will not escape
liability, while assuring potential
defendants that act reasonably will
be insulated from liability.”” Dustin
R. Marlowe, Note: .4 Dose of Real-
ity For Section 6(c) of the Restatement
(Third) of Torts: Products Liability, 39
Ga. L. Rev. 1445, 1480-81. What is not clear from the commenta-
tors viewpoint is what the analysis would be under a “straightfor-
ward” negligence standard. It seems that whether a manufacturer
acted reasonably would include whether a safer alternative design
was available. A pure negligence standard does not, therefore, seem
to remove that ambiguity and confusion surrounding liability for
design defects for prescription medical products.

Another commentator has suggested that prescription drugs should
be held to the alternative design test in § 2(b) of Restatement Third.
See Freeman, 618 N.W.2d at 567-68 (internal citations omitted). Sec-
tion § 2(b) applies to products in general and adopts a risk/utility
test requiring the plaintiff to show the existence of a reasonable al-
ternative design. Id. Under the test in §2(b), “a product can be found
defective upon proof that, at the time the product was manufac-

Continued on page 17...
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tively new entity, we thought the Mass Torts newsletter
would make a natural outlet for getting the word out about
our group. Thus, the following is a short primer on who we are,
our plans for the next year and how to get involved.

Who are we?

The Co-Chairs for this subcommittee are:

¢  Eric E. Hudson: Eric is 2 member of Butler, Snow, O’Mara,
Stevens & Cannada in the firm’s Memphis, Tennessee office.
His practice focuses on toxic torts, mass torts, and complex liti-
gation.

*  Terry L. High: Terry is an associate for Baker, Donelson, Beat-
man, Caldwell & Berkowitze in the firm’s Jackson, Mississippi
office. Terry’s practice includes mass torts, products liability,
premises liability, and insurance defense.

*  Harley V. Ratliff: When not writing this issue’s column, I am
an associate at Shook, Hardy & Bacon in Kansas City, Mis-
souri. The bulk of my practice is devoted to cardiac medical
device product liability litigation..

On the Horizon for 2007:

As we wrap-up 20006, we are looking forward to a busy and exciting
2007. Our plans include:

* Increase Membership: Right now the Mass Torts Young Law-
yer subcommittee is a lonely group—you basically have Eric,
Terry and myself. To get this subcommittee off the ground, we
have made it one of our primary goals to increase awareness,

Harley V. Ratliff is an associate at Shook,
Hardy & Bacon in Kansas City, Missour.
Mr. Ratliff’s practice focues on the defense of
cardiac medical device product liability claims.

develop interest and, hopefully, make strides in terms of total
membership. At a minimum, we would like to have at least 20
members before the end of bat year 2007/2008. To that end,
we are in the process of identifying, contacting and recruit-
ing new members. In addition, we are attending and encour-
age others to attend the 2007 Environmental, Mass Torts and
Products Liability Litigation Committees Joint CLE Summit in
Snowbird, Utah (more below), as well as the Litigation Section
meeting in San Antonio in April. To the extent you would be
interested in joining or contributing to the Young Lawyers sub-
committee, please contact one of us via email. You can reach
me at hratliff@shb.com. Likewise, if thete is a young lawyer in
your section whom you think might be interested, let us know.

Sponsor at least one teleconference in 2007: Our plan is to
sponsor at least one one-hour, phone-in CLE in the next year.
We are presently discussing topics and potential speakers, and
we are looking for other members to become involved with
this effort (this is a great way to increase your visibility among
other attorneys in your practice area). Our goal is to find issues
that are focused on young lawyers generally, but that also have
particular relevance to the mass tort practice area. Keep an eye
out and let us know if you can help.

Continue to Contribute to the Newsletter: This will be our
second article for the newsletter. In light of the subject matter,
it probably should have been our first. We look forward to be-
ing regular contributors to future newsletters, and we would like
to have other members of the sub-committee contribute. This
is another great way to increase your visibility in your practice
area.

Environmental, Mass Torts and Products Liability Litiga-
tion Committees Joint CLE Summit: For those of you that
attended the Environmental, Mass Torts and Products Liability
Joint CLE last year in Beaver Creck, you know that it is one
of the ABA’s best annual conferences. Great programs. Great
speakers. Great skiing,

This year’s conference should be no different.

The 2007 conference will take place from January 11-13, 2007
at the Cliff Lodge & Spa in Snowbird, Utah. This year’s panel-
ists include, among others: The Honorable Eldon Fallon, Al-
tria Vice President and Associate General Counsel William S.
Ohlemeyer, and Sandra Phillips of Pfizer, Inc. Make your res-
ervations now. Space fills up quickly. Registration and program
matetials can be found at http://wwwabanet.org/litigation/
jointcleseminar/home. html.
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Last year there was a small, but active presence of ABA Young
Lawyers at the Joint Summit. This year, we are working to in-
crease attendance at this conference among young lawyers. The
goal is to make the winter Joint Seminar the CLE of choice for
young lawyers in these respective practice areas. As part of that
goal, a new wrinkle for this year’s Joint CLE will be the inclu-
sion of a break-out session with a specific emphasis on issues
relating to young lawyers. The program—entitled “Making the
Right Pitch: How to Make it to the Big Leagues by Avoiding
a Rain Delay”—is focused on developing strategies for young
lawyers for attracting and maintaining clients in an increasingly
competitive legal market. Navigating the legal world is difficult
enough. But as you make your way up the ladder, few challenges
seem as daunting as developing a client base and, more impor-
tantly, ensuring those clients remain happy.

As part of our role as co-chairs, we have actively participat-
ed with the program’s sponsors, the Products Liability Young
Lawyers Subcommittee, to secure panelists and develop written
program materials. Although the program will clearly have a
young lawyer slant, lawyers of all ages and experience are en-
couraged to attend. We are hoping that a young lawyer break-
out session will become a staple of this conference.

AMERICAN BAR ASSOCIATION SECTION OF LITIGATION

The Panelists for this year’s program include in-house attorneys
Jerry G. Bradford of Alcon Laboratories, Inc. and William N.
Scarff of Allergan, Inc. The two outside counsel panelists will
be Megan Wynne of Morris, Polich & Purdy in Los Angeles
and Timothy Pratt at Shook, Hardy & Bacon in Kansas City.
Megan is chair of her firm’ Products Liability practice group
and is a regular contributor at ABA functions. Tim is co-chair
of Shook, Hardy’s Pharmaceutical & Medical Device division
and serves as national counsel for a major manufacturer of car-
diac medical devices. The panel will be moderated by associates
Bhavi A. Shah of Snell & Wilmer in Phoenix, Atizona and Pe-
nelope Dixon of Carlton Fields in Tampa, Florida.

If you plan to attend the conference in Snowbird, let one of us
know. We’ll include you in our regular conference calls discuss-
ing the work of the subcommittee and, so long as you’re willing,
we promise ample opportunities for involvement.

We are looking forward to a more active 2007. With any luck, our
paths cross in the new few months.

—Harley Ratliff

| THE BENEFITS OF MEMBERSHIP |

Seeing Both Sides with the Section of Litigation

Lifelong Learning

Finding time to keep up with trends in the law can be
difficult. As a member of the Section of Litigation, you can
obtain the CLE credit you need on your terms. Attend
in-person programs throughout the year, participate in a
teleconference, or pursue a self-study program with one of
the Section's many CDs and DVDs. It's CLE, your way.

View the program calendar at
www.abanet.org/litigation/programs/

AV SECTIONofLITIGATION

AMERICAN BAR ASSOCIATION
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FDA continned from page 8...
Endnotes

1

See, e.g., Motus v. Pfizer, Inc., 127 E. Supp. 2d 1085 (C.D. Cal. 2000)
(no preemption of failure-to-warn claim concerning Zoloft);
Feldman v. Lederle Labs., 592 A.2d 1176 (N.J. 1991); Tobin v. Astra
Pharmacentical Products, Inc., 993 F.2d 528 (6th Cir. 1993); Grabam
v. Wyeth Labs., 906 E2d 1399 (10th Cir. 1988); Hurley v. Lederle
Labs., 863 F.2d 1173 (5th Cir. 1988); but see, e.g., Dusek v. Pfizer,
Ine., 2004 WL 2191804 (S.D. Tex. Feb. 20, 2004) (holding that
Food, Drug & Cosmetic Act (“FDCA”) preempts failure to
warn claims relating to the prescription drug Zoloft); Needlenzan
v. Pfizer Inc., 2004 WL 1773697 (N.D. Tex. Aug. 6, 2004) (same);
Eblis v. Richwood, Inc., 233 F. Supp. 2d 1189 (D.N.D. 2002) (hold-
ing that FDCA preempts failure-to-warn claims relating to pre-
scription drug Adderall), affd on other grounds, 367 F.3d 1013 (8th
Cir. 2004).

The FDA made occasional statements about preemption be-
fore 2002. In a 1998 preamble to a regulation on the Patient
Medication Guides provided to patients by pharmacies, the
FDA stated that its regulations did not preempt state law, which
traditionally has regulated pharmacists. 63 Fed. Reg. 66378,
66384 (Dec. 1, 1998). In the 2000 preamble to the initial pro-
posed prescription drug label regulations, the FDA stated that
its regulations were minimum standards and did not preempt
state tort claims. 65 Fed. Reg. 81082, 81103 (Dec. 22, 2000).
In the Brief for the United States as Amicus Curiae in Buck-
man v. Plaintiffs’ Legal Committee, 2000 WL 1364441 (US. filed
Sept. 13, 2000), the FDA argued that federal law preempted
the plaintiff’s claims for damages based on alleged fraud on the
FDA.

See, eg., Brief for United States as Amicus Curiae Support-
ing Defendant, Motus v. Pfizer, Inc., Nos. 02-cv-55372, 02-cv-
55498, 2002 WL 32303084 (9th Cir. Sept. 10, 2002); Brief for
United States as Amicus Curiae Supporting Defendant, Dow-
hal v. SmithKline Beecham Consumer Healthcare, No S109306, 2003
WL 23527781 (Cal. July 18, 2003); Brief for United States as
Amicus Curiae Supporting Defendant, Ka/las v. Pfizer, Inc., No.
2:04-cv-0998 (D. Utah. Sept. 15, 2005). Strictly speaking, the
Department of Justice filed the briefs, but they stated the views
of the FDA.

See Dowhal v. SmithKline Beecham Consumer Healthcare, 88 P.3d 1,
10 (Cal. 2004) (finding preemption in case FDA briefed); Needle-
man v. Pfizer, Inc., 2004 WL 1773697, at *4 (finding Motus am-
icus brief “compelling”).

See Jackson v. Pfizer, Inc., 2006 WL 1506886, at *4 n.4 (D. Neb.
May 31, 2006); McNellis v. Pfizer, Inc., 2005 WL 3752269, at *10
(D.N.J. Dec. 29, 2005) (declining to treat statements in FDA
amicus brief “as declarations to be afforded the preemptive
force of law”); Witzak v. Pfizer, Inc., 377 F. Supp. 2d 726, 730
(D. Minn. 2005) (same); Zikzs v. Pfizer, Inc., 2005 WL 1126909,

10

11
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17
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20

21
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at *3 (N.D. Ill. May 9, 2005) (dismissing FDA amicus brief as
“nothing more than legal argument by counsel”).

The FDA also may have wanted to satisfy a requirement sug-
gested in Geier v. American Honda Motor Co., 529 U.S. 861 (2000),
by four dissenting Justices—all current members of the Court.
The dissenters “would require a formal agency statement of
pre-emptive intent as a prerequisite to concluding that a con-
flict exists.” Id. at 884; see zd. at 908-10 (Stevens, J., dissenting).
The dissenters would not defer to an agency’s position that was
stated only in an amicus brief. Id. at 910.

71 Fed. Reg. 3922, 3933-36 (Jan. 24, 2000); see also id. at 3967-69
(discussing how the final regulations satisfy the federalism con-
cerns expressed in Executive Order 13132, 64 Fed. Reg. 43255
(Aug. 4, 1999)).

Leslie A. Brueckner and Leslie A. Bailey, “Much ado about very
little,” National Law Journal, May 1, 20006, at 22.

“Requirements on Content and Format of Labeling for Human
Prescription Drug and Biological Products,” 71 Fed. Reg. 3922
(Jan. 24, 20006).

65 Fed. Reg. 81082 (Dec. 22, 2000); see also 71 Fed. Reg. at
3922-23 (providing background for final regulations).

71 Fed. Reg. at 3933. In addition to seeking comments through
publication of the proposed rules in the Federal Register, the
FDA “consulted with a number of organizations representing.

. state and local governments about the interaction between
FDA regulation of prescription drug labeling . . . and state law.”
Id. at 3969. The FDA stated that these steps complied with the
requirements of Executive Order 13132, which directs federal
agencies to consult with state and local officials about regula-
tions with federalism implications. Executive Order 13132, 64
Fed. Reg, 43255 (Aug. 4, 1999). 71 Fed. Reg; at 3969.

71 Fed. Reg. at 3933.
71 Fed. Reg. at 3934.
Id.
Id.
Id.
Id.

See, e.g., International Paper Co. v. Ouellette, 479 US. 481, 494
(1987).

Hines v. Davidowitz, 312 U.S. 52, 67 (1941); accord Geier v. American
Honda Motor Co., 529 U.S. 861, 873 (2000).

71 Fed. Reg. at 3934.

71 Fed. Reg. at 3934.
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71 Fed. Reg. at 3934.

See, e.g., Medtronic, Inc. v. Lobr, 518 U.S. 470, 477-79 (1996); Brooks
v. Howmedica, Inc., 273 F.3d 785 (8th Cir. 2001).

71 Fed. Reg. at 3934-35.

See, e.g., Geter, 529 U.S. at 873.
71 Fed. Reg. at 3934-35.

71 Fed. Reg. at 3934.

Id.

1d.

See, e.g., Witczak, 377 F. Supp. 2d at 732.
71 Fed. Reg. at 3935.

Id.

1d. at 3936.

518 U.S. 470 (1996).

71 Fed. Reg. at 3936.

44 US.C. § 1507 (“[tlhe contents of the Federal Register shall
be judicially noticed”).

2006 WL 560639, at *3 (N.J. Super. Ct. March 3, 2006). This
ruling was an alternate holding, as the court first found that
there was insufficient evidence to support plaintiff’s failure to
warn claim. 1d.

1d.

2006 WL 1314261, at *4 (R.I. Super. Ct. May 11, 2006).
1d.

2006 WL 901657, at *3 (W.D. Wash. March 29, 2006).
1d. at %6,

2006 WL 1506886 (D. Neb. May 31, 2006).

1d. at *3,

Id. at *3 n.3. The court may have overlooked a different section
of this lengthy Federal Register entry in which the FDA sum-
marized its efforts to consult with state and local officials. 71

Fed. Reg, at 3969.

Challenges to the process followed by an agency before promul-
gating regulations normally must be raised in an action against
the agency under the Administrative Procedure Act based on
the complete rulemaking record. See 5 US.C. § 703; NIVE, Inc.
v. Dep’t of Health & Human Serv., 436 F3d 182, 189-91 (3d Cit.

47
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2006). The FDA was not a party to Jackson, and the rulemaking
record was not before the court. Moreover, an agency need
not follow formal notice and comments procedures before is-
suing interpretive statements such as the Preamble. See Colacicco,
2006 WL 1443357, at *13; 5 US.C. § 553(b). Finally, the Ex-
ecutive Order itself provides that a failure to consult with the
states would not provide grounds to ignore or invalidate the
Preamble. Executive Order 13132 specifically states that it “is
intended only to improve the internal management of the ex-
ecutive branch and is not intended to create any right or benefit,
substantive or procedural, enforceable at law by a party against
the United States.” 64 Fed. Reg. at 43259.

No. 05-5500, 2006 WL 1443357 (E.D. Pa. May 25, 2006). The
authot’s law firm, Dechert LLP, represented defendant Smith-
Kline Beecham Corp. in this case.

Id. at *1.

Brief for Amicus Curiae United States of America, at 1, Colaciceo
. Apotex, Inc., No. 05-CV-05500-MMB, 2006 WL 1462152 (E.D.
Pa. filed May 10, 2000).

Id.
2006 WL 1443357, at *1.

Id. at *7 (citing Chevron U.S.A., Inc. v. Natural Resources Defense
Council, Inc., 467 US. 837, 844 (1984)).

Id. at *7 (citing Hillsborongh County v. Automated Med. Labs. Inc.,
471 US. 707, 714 (1985)).

Id. at *7 (citing Medtronic Inc. v. Lobr, 518 U.S. 470, 496 (1990),
and Buckman Co. v. Plaintiffs’ Legal Comm., 531 US. 341, 353
(2000)).

Id. at *7 (quoting Hillsborongh County, 471 U.S. at 718).
376 F3d 163 (3d Cir. 2004).

2006 WL 1443357, at *8 (citing Horn, 376 F.3d at 179).
Id.

Id. (quoting Horn, 376 F.3d at 179).

Id. 'The Third Circuit recently reiterated, in a different context,
that courts should defer to the FDA’ interpretations of the
statutes and regulations it administers. NUVE Inc. v Dept of
Health & Human Services, 436 F.3d 182, 186 (3d Cit. 2000).

Id. at *9 (citing Brief for United States as Amicus Curiae Sup-
porting Defendant, Kallas v. Pfizer, Inc., Civ. No. 2:04-cv-0998,
34, 37-38 (D. Utah Sept. 15, 2005), and Brief for United States
as Amicus Curiae Supporting Defendant, Mozus v. Pfizer, Inc., Civ.
Nos. 02-cv-55372, 02-cv-55498, 2002 WL 32303084, at *16
(9th Cir. Sept. 10, 2002)).
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62 Id. at *8-10.
63 1d. at *10.
64 Id. at *10-11.
65 Id. at*11.

66 Id. (citing 65 Fed. Reg. 81,082, 81,103 (Dec. 22, 2000), and 63
Fed. Reg, 66,378, 66,384 (Dec. 1, 1998)).

67 1d. at *12-13.

68 Id. at *13-15.

69 1d. at *15.
70 Id. at *16.
71 1d.
72 Id.

73 Id. at *18. The court went on to consider issues arising under
the state law claims and concluded that the manufacturer of
an innovator drug did not owe a legal duty to consumers of a

generic equivalent of its drug. Id. at *¥22.

www.ababooks.org

McElhaney
is back — and

Notebooli
] better than ever

A new edition of the ABA’s
all-time best-selling book on trial
practice. Expanded, updated and
revised by the author, this new
edition of Trial Notebook includes 30
years of James McElhaney’s clear,
lively and memorable prose from
Litigation Journal. Nearly a third
larger than the previous edition, the
book now includes 90 chapters that
cover everything from discovery through rebuttal and
provides you with techniques, tactics and strategies for
every stage of trial. James McElhaney knows his subject
better than anyone, as a practitioner and as a professor.
The result is information, grounded in actual courtroom
experience, that you will understand, enjoy and use daily in
court. Used again and again by thousands of trial lawyers,
Trial Notebook is certain to make your trial work more
effective. Bulk discounts available.

duvines W Mk ey

2005 792 pages

6x9 Paper

ISBN: 1-59031-503-0
Product Code: 5310348
Regular Price: $64.95

LT Member Price: $54.95

AV SECTIONfLITIGATION

AMERICAN BAR ASSOCIATION

A MERICAN B AR ASSOCIATION

/B\

Phone: 1-800-285-2221

Fax: 1-312-988-5568 www.ababooks.org

17

A Rx for the Coutts continued from page 9...

tured, a reasonable alternative design could have been used to avoid
or reduce the foreseeable risks of harm presented by the product.”
Bryant, 585 S.E. 2d at 733. Comment b under § 6(c) explicitly states,
however, that whether prescription drugs and medical devices are
not reasonably safe is not to be determined using § 2(b) or § 2(c).

Neither of these alternatives is workable for prescription medical
products, as it ignores the unique nature of the product and the pub-
lic policy concerns surrounding such products. Restatement Third §
6(c) is better suited to address the distinct issues surrounding liability
for design defects in prescription medical products. Theoretically, §
6(c) should increase the availability of prescription medical prod-
ucts to patients at lower costs without overlooking the safety of the
product.

It seems that the underlying premise of § 6(c) is that most, if not
all, prescription drugs and medical devices have a certain indicia
of safety, stemming from years of testing followed by the rigorous
scrutiny of the FDA before gaining approval to be marketed. Such
an indicia of safety is important because the research and informa-
tion on which the safety is based is what is relied upon and available
to physicians and other health care providers who are in the best
position to determine whether such products are appropriate and
safe for a particular patient. Against that back drop, it makes sense
to employ the reasonable physician test. Any other test ignores the
critical role of the learned intermediary in the prescription of such
devices.

Moreover, the reasonable physician standard will meet the demands
of our aging population by giving patients more alternatives for pre-
scription drugs and medical devices under the guidance of a quali-
fied physician. A variety of products from which a physician can
choose to treat his patients invites competition between medical
and drug device manufacturers, which may curb the rising prices
of such products. Controlling the rising prices of medical products
will help keep them available to all patients who might benefit from
their use.

Finally, § 6 (c) does not permit a fact finder to determine whether
a reasonable alternative design could have been manufactured. As
indicated by Judge Andrews, such a determination could not be un-
dertaken by the fact finder without replicating the extensive testing
and FDA approval process required before a product is marketed.
Although § 6(c) eliminates the alternative reasonable design element,
making it almost impossible for a plaintiff to prevail on a design
defect claim, a plaintiff is not foreclosed from bringing a claim for
inadequate warnings—a claim that can be readily addressed by the
fact finder.

The adoption of § 6 (c) is most consistent with society’s desire for
the safest medical products at the lowest cost. Thus, the courts
should seriously consider adopting § 6 (c) for design defect claims
for both prescription drugs and medical devices, as its benefits far
outweigh the risks articulated by its opponents.
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