Stealth Tort Reform: How the Bush Administration’s
Aggressive Use of the Preemption Doctrine Hurts Consumers

Margaret H. Clune*

A Center for Progressive Regulation White Paper

October, 2004

Introduction

In recent months, a flurry of media stories has drawn
public attention to the seemingly esoteric topic of the
Food and Drug Administration’s (FDA) attempts to
preempt a variety of state tort suits against drug and
medical device manufacturers. Under the direction of
FDA Chief Counsel Daniel E. Troy, the agency has
submitted briefs in multiple lawsuits, each time
supporting the manufacturer’s argument that federal law
preempts state common law claims. Much of the media
coverage has focused on the potential conflicts of interest
raised by Mr. Troy’s previous representation of
companies such as those he now invokes FDA'S power
to protect.

While Mr. Troy’s endeavors prior to his appointment
by President Bush as FDA Chief Counsel provide
context to the agency’s recent aggressive push for federal
preemption, a much less visible aspect of these activities
is the contribution that his substantive legal arguments
are making to the Administration’s anti-consumer tort
reform agenda. Although federal preemption of state
common law claims may seem like an obscure issue of
little concern to most consumers, Mr. Troy’s vigorous
assertion of federal preemption claims threatens to
deprive countless citizens of their rights under established
state law.

Both the legal arguments raised by Mr. Troy on
behalf of FDA and the manner in which FDA has come
to weigh in on the preemption question represent a
significant departure from past agency practice. Acting
in his capacity as the agency’s Chief Counsel, Mr. Troy
has actively sought guidance from pharmaceutical firms
concerning lawsuits in which FDA could play a role in
promoting preemption. Since he assumed the helm of
FDA:'s legal ship, the agency has submitted briefs in five
recent lawsuits involving drugs or medical devices. More
often than not, FDA has filed those briefs on its own
initiative, without being asked to do so by the court.

Examined in the context of relevant Supreme Court
precedent, it becomes clear that FDAS recently articulated
position on preemption stretches the doctrine far beyond
its appropriate and established bounds. No change in
the relevant statute, regulations or case law has taken
place to prompt FDA's aggressive new stance on
preemption. Rather, it appears that the primary
motivating concept behind FDA's pro-preemption briefs
is the Bush Administration’s tort reform agenda. Already
FDA's briefs have prompted some courts to find state
tort claims preempted, thereby effecting significant
changes in the law that had not occurred prior to Mr.
Troy’s tenure.

FDA's amicus briefs represent part of a larger threat
that the Bush Administration poses to the crucial role
that private tort suits play in supplementing regulatory
programs aimed at protecting health, safety and the
environment. Recent questions concerning whether
FDA appropriately dealt with studies suggesting a link
between antidepressants and suicidal tendencies highlight
the crucial importance of the role and availability of tort
recovery as a supplement to regulatory oversight.

FDA’s Recent Intervention in Private
Lawsuits

The Bush Administration’s FDA has garnered
considerable media attention, as newspapers have run
stories with eye-catching headlines such as: In a Shift,
Bush Moves to Block Medical Suits; FDA Stepping Into Liability
Lawsuits on Side of Drug Makers It Regulates; and FDA's
Chief Lawyer Stands Up for the Big Guys.! These and other
articles focus on the actions of Daniel E. Troy, President
Bush’s appointee to the position of FDA Chief Counsel.
Over the past two years, Mr. Troy’s FDA has filed “friend
of the court” (amicus curiae) briefs, or statements of
interest, in five private lawsuits involving drugs or medical
devices, four of which were product liability suits brought
by injured consumers.? In the briefs, Mr. Troy brings
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FDA's considerable weight to bear in favor of the
manufacturers’ defense that federal law preempts the
consumer plaintiffs’ claims.?

Federal preemption is a principle of constitutional
law derived from the Supremacy Clause, which provides
that a federal law can supersede or supplant any
inconsistent state law or regulation.* In the context of
Mr. Troy’s recent legal briefs, preemption is the asserted
authority of the federal government to override the
powers of the states to determine what label warnings
(in the case of drugs) or design criteria (in the case of
medical devices) may be required by state legislation or
held subject to liability in litigation.® Put simply,
preemption causes “the nullification of state actions that
conflict with or supplement FDA decisions.” If a court
agrees with FDA and the manufacturer that a tort claim
is preempted, the court must rule in favor of the
defendant.” The import of the preemption doctrine, and
the reason that Mr. Troy’s amicus briefs have garnered the
attention they have, thus becomes clear — if a product
manufacturer can successfully argue that the federal law
preempts plaintiff’s claim, the lawsuit disappears (and
precedent to support future assertions of the preemption
defense is established).

The benefit of preemption to potential product
liability defendants is obvious: it provides a shield against
expensive settlements and/or judgments in favor of
plaintiffs. What is less clear is why FDA, the agency
charged with regulating to protect the health and safety
of consumers, would work so hard to deprive consumers
injured by the products it regulates of their only remedy.
At a 2002 legal symposium, Mr. Troy and the Bush
Administration set forth plans for “FDA Involvement in
Product Liability Lawsuits.”® At the symposium, held by
the Food and Drug Law Institute (FDLI), Mr. Troy
maintained that because the federal Food, Drug and
Cosmetic Act (FDCA) gives FDA broad authority to
regulate the content of labeling for all drugs and
advertising for prescription drugs, allowing state courts
and juries to impose additional requirements in conflict
with FDA determinations could require drug firms to
choose between state and federal compliance and lead
to inconsistency in drug firms’ communications to
physicians and patients about drugs.® Accordingly, Mr.
Troy declared that FDA would “participate in product
liability lawsuits brought under state law as necessary

to safeguard its considerable expertise in regulating the
content of drug labeling and advertising.”*°

FDA’s New Role Under Dan Troy

Mr. Troy’s articulated rationale for FDA's
intervention into private lawsuits represents a
significant departure from the views on preemption
consistently held by the agency during past
Administrations. In 1996, FDA's Clinton-era Chief
Counsel, Margaret Jane Porter, spoke at an FDLI
seminar.!* Her opening remarks referred to FDA' “long-
standing presumption against preemption” even in the
implementation of a section of the FDCA that contains
an explicit preemption provision.'? In sharp contrast to
Mr. Troy’s stated position that “state courts and juries
should not second-guess the agency’s scientific
determinations,”*® Ms. Porter explained that “FDA' view
is that FDA product approval and state tort liability
usually operate independently, each providing a
significant, yet distinct, layer of consumer protection.”*4

In addition to the Bush Administration’s drastic
views on the roles of federal regulation, state common
law and preemption, the agency has moved in a “radical
new direction”®> with respect to its involvement in
private lawsuits. Specifically, Mr. Troy has taken the
extraordinary step of seeking out lawsuits in which FDA
could intervene on behalf of product liability defendants
(i.e., large drug companies) in support of preemption.
At a December 2003 conference on drug and medical
device litigation for defense lawyers and in-house
counsel, Mr. Troy told the audience of several hundred
pharmaceutical attorneys to suggest lawsuits into which
the agency might intervene.* The signed affidavit of a
conference participant states that Mr. Troy cautioned
that since FDA “can’t get involved in every case,”
interested attorneys should make their particular cases
“sound like a Hollywood pitch.”

Indeed, even prior to Mr. Troy’s appeal at the
December 2003 conference, his office had responded to
pleas from defense counsel in at least two product liability
cases. During the month of July 2002, when Pfizer faced
a lawsuit alleging that its antidepressant drug Zoloft
caused a patient to commit suicide, one of the company’s
attorneys “called Dan Troy and informed him of the
case.”® Within a couple of months, FDA had filed a
brief before the United States Court of Appeals for the
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Ninth Circuit, without being asked (by the court) to do
SO.lg

In another case, where a plaintiff sought damages
for injuries allegedly sustained from pacemakers
manufactured by Pacesetter, Inc.,? the Circuit Court of
Shelby County, Tennessee denied defendant Pacesetter
Inc.’s Motion for Summary Judgment.* Soon thereafter,
counsel for Pacesetter wrote to the office of FDA Chief
Counsel, to remind FDA that motions in the interlocutory
appeal of the matter were soon due, and that “accordingly,
FDA's Motion to Intervene should likewise be submitted
by that time.”?? FDA timely submitted a brief in support
of preemption.?

Responding to Mr. Troy’s unprecedented actions,
Representative Maurice D. Hinchey (D-N.Y.) successfully
introduced legislation to cut $500,000 from the office of
FDA Chief Counsel’s budget.?* Other veteran observers
of FDA confirm Representative Hinchey’s assertions that
Mr. Troy’s active pursuit of, and intervention in, private
lawsuits takes the agency in a new direction. Professor
James O’Reilly, University of Cincinnati Law Professor
and former FDA counsel, noted that, “FDA is now in
the business of helping lawsuit defendants” and that the
practice is “a dramatic change in what FDA has done in
the past.”? The Public Citizen Litigation Group agrees
that FDA “has not supported preemption of personal
injury claims prior to this administration.”?

In an attempt to defend Mr. Troy’s actions, five former
FDA Chief Counsels?” wrote a letter claiming that “there
is ample precedent for the actions that Mr. Troy has
recently been undertaking,” and that his actions are “not
radical or even novel.”?® However, as noted in
Representative Hinchey’s response, the Former Chief
Counsels cite inapposite legal precedent.?® To
demonstrate by example that Mr. Troy’s active solicitation
of lawsuit information from corporate defendants, and
unsolicited intervention in private cases is “not radical
or even novel,”® the Former Chief Counsels cited cases
where FDA was either the defendant in the case to begin
with3! or was asked by the court to submit a brief.*
Moreover, in a newspaper article published prior to
Representative Hinchey’s proposal to penalize the Chief
Counsel’s office, Peter Barton Hutt, FDA Chief Counsel
in the Nixon Administration, acknowledged that while
he supported FDA' legal position, he “probably wouldn't
be out there encouraging” lawsuits.*®

Stealth Tort Reform: The Bush Administration, FDA, and Preemption

Dan Troy’s Legal Arguments in Context

Mr. Troy’s own justification for FDAs aggressive
intervention in private lawsuits since his appointment is
that the agency “only intervenes in private-party lawsuits
when it has a significant, direct stake in the outcome and
only files briefs in cases in which the courts have already
ruled against the position the FDA supports.”* His
explanation fails to address either why FDA is aggressively
seeking out lawsuits in which to intervene or why, in the
absence of any intervening change in the governing law,
the agency’s substantive views on the preemption issue
have changed so dramatically from FDA's former “long-
standing presumption against preemption.”*

That presumption (now reversed under the guidance
of Mr. Troy) is consistent with the fundamental principles
upon which the doctrine of preemption rests. Time and
again, the Supreme Court has articulated the basic canons
that should guide judicial evaluation of preemption
claims. The starting premise is that the States are
independent sovereigns in the United States federal
system of government.*® It is a familiar principle of
constitutional law that powers not delegated to the federal
government are reserved to the States.*” Among the most
basic reserved powers is the police power — the inherent
power of a sovereign to make all laws necessary to
preserve the public safety, health and welfare.®
Accordingly, the Court assumes “that the historic police
powers of the States were not to be superseded by the
Federal Act unless that was the clear and manifest purpose
of Congress.”®® Consequently, “‘[t]he purpose of
Congress is the ultimate touchstone’ in every pre-emption
case.”® In the case of the FDCA, the “overriding”
purpose of the statute is to protect the public health, and the
Supreme Court has made clear that the Act must be given
a liberal construction consistent with that intent.*!

There are two major classifications of federal
preemption, each of which is implicated by Mr. Troy’s
recent rash of amicus briefs. Express preemption occurs
when Congress expressly contemplated the role of the
States and included a statutory provision that explicitly
abrogates state power in a particular area.* Even when
an explicit preemption provision appears in the statute
under consideration, the Supreme Court has found that
the presumption against preemption of state police power
mandates a narrow interpretation of the scope of the
provision, consistent with “both federalism concerns
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and the historic primacy of state regulation of matters
of health and safety.”* In product liability cases
involving medical devices, the issue before a court
charged with deciding whether plaintiff’s tort claim is
preempted is the proper scope of an express preemption
provision contained in the statute governing medical
devices.

In the absence of express preemption, a court may
still find that “a federal statute implicitly overrides state
law either when the scope of a statute indicates that
Congress intended federal law to occupy a field

Though the trial court rejected Pacesetter’s assertion
of (and FDA's support of) the preemption defense, the
matter will be re-visited on appeal.> Nonetheless, FDA's
brief in Murphree has already succeeded in aiding a federal
appeals court to rule in favor of a manufacturer and find
a plaintiff’s tort claims preempted.>® The United States
Court of Appeals for the Third Circuit recently held that
the express preemption clause in the Medical Device
Amendments (MDA) to the FDCA preempted Barbara
Horn’s state law claim (on behalf of her deceased
husband, Daniel Horn) against Thoratec Corporation.®

After suffering a heart attack,

exclusively, or when state
law is in actual conflict with
federal law.”* Since the
prescription drug
provisions of the FDCA do
not contain any preemption
provision,* FDA's recent

The Bush Administration’s assertion of
preemption in both medical device and
prescription drug cases stretches the
doctrine beyond the bounds delineated
by the Supreme Court.

Mr. Horn was implanted with a
HeartMate, a pump
manufactured by Thoratec that
assists blood flow between the
heart’s ventricle and aorta in
patients with cardiac

amicus briefs in prescription drug litigation rely on the
more tenuous doctrine of implied preemption. As
explained more fully below, however, the Bush
Administration’s assertion of preemption in both medical
device and prescription drug cases stretches the doctrine
beyond the bounds delineated by the Supreme Court.

Medical Device Litigation: Murphree v. Pacesetter
and Horn v. Thoratec

On September 20, 2000, Gary Murphree filed suit
against Pacesetter, Inc. in the Circuit Court of Shelby
County, Tennessee.”® Mr. Murphree alleged that the two
pacemakers he had received, both manufactured and later
recalled by Pacesetter, left him with third-degree heart
block, a failure of the heart’s electrical signals that can
lead to cardiac arrest.” After receiving a letter from
Pacesetter’s counsel following the court’s denial of
Pacesetter’s motion for summary judgment,*® FDA filed
a brief arguing that Murphree’s claim was preempted.*
In the brief, FDA argued that “the prospect of hundreds
of individual juries determining the propriety of
particular device approvals, or the appropriate standards
to apply to those approvals, is the antithesis of the orderly
scheme Congress put in place and charged FDA with
implementing.”*® Private tort suits, the brief maintained,
would create uncertainty and chaos “for both the
regulated industry and FDA.”*

conditions.®® Complications
ensued, and a disconnection of the HeartMate apparatus
allowed an air bubble to travel to Mr. Horn’s brain.%
He then suffered a hemorrhage that rendered him brain
dead.’” Less than four months after he was implanted
with the HeartMate, Mr. Horn was pronounced dead.%®

Barbara Horn filed her husband’s state law claims
against Thoratec in federal court, where she alleged that
the HeartMate had been defectively designed and
manufactured and that Thoratec had failed to warn of
the alleged defects.® Thoratec moved for summary
judgment on the ground that Horn's claims were expressly
preempted.® The court agreed, and Horn appealed.®
Subsequently, FDA submitted its statement of interest
in the Murphree case.®> Early this year, the Third Circuit
allowed Thoratec to amend the record on appeal to
include FDA's brief in Murphree, and approximately one
month later it asked FDA to submit a letter brief in the
Horn v. Thoratec appeal.®® The court’s opinion relied
substantially on both FDA briefs to reach its conclusion
that Horn’s tort claims could not proceed.

In so concluding, the Horn court had to distinguish
the Supreme Court’s seminal holding in Medtronic, Inc. v.
Lohr. In that case, the Court held that although Section
360k of the MDA provides for express preemption of
certain state law “requirements” governing medical
devices, the relevant statutory and regulatory language
evidences “an overarching concern that preemption occur
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only where a particular state requirement threatens to
interfere with a specific federal interest.”* The Lohr
Court’s extensive analysis concluded that the statutory
language itself, the overriding purpose of the MDA (to
provide for the safety and effectiveness of medical devices
intended for human use)® and the FDA regulations all
supported the conclusion that the tort claims under
review, including use of defective materials and failure
to warn,% were not of the specific nature required in
order to be preempted by the MDA.*” The Supreme
Court reasoned that because the general state common-
law requirements were not specifically developed “with
respect to” particular medical devices, they were not the
kind of requirements that Congress and FDA feared
would impede the ability of federal regulators to
implement and enforce specific federal requirements.®
Ultimately, the Court stated, “given the critical importance
of device specificity in our (and FDA's) construction of
8 360k, it is apparent that few, if any, common-law duties
have been preempted by this statute.”®

The Horn court distinguished Lohr first on the basis
that the federal requirement in question was of greater
specificity than the provision that was before the Supreme
Court.”® Turning next to the more analogous state law
requirements at issue, the Third Circuit went to great
lengths to diminish the importance of the Supreme
Court’s statement that “it is apparent that few, if any,
common-law duties have been preempted” by the MDA
preemption provision.” FDA's amicus arguments may have
been especially persuasive in this regard. The court noted
the agency’s unequivocal statement that “[s]tate common
law tort actions threaten the statutory framework for the
regulation of medical devices,” because tort relief in the
form of damages could pressure manufacturers to add
warnings that FDA had not approved.” The court further
quoted FDA's prediction that such “individualized
redetermination of the benefits and risks of a product”
could harm the public health by “resulting in scientifically
unsubstantiated warnings and underutilization of
beneficial treatments.””® The Murphree court similarly
quoted FDA's professed concern that “such uncertainty
as to the status of medical devices would create chaos
for both the regulated industry and FDA.”™

Prescription Drug Litigation

Beyond pushing the law in a new direction in the
medical device arena, the current FDA is also pressing

Stealth Tort Reform: The Bush Administration, FDA, and Preemption

courts to preempt state tort claims involving prescription
drugs. FDA's actions in this regard are especially
remarkable, because (as noted above) the prescription
drug portions of the FDCA do not contain a preemption
provision.” Indeed, since the statute’s enactment, no
reported decision ever has held that the FDCA preempts
common law claims for damages caused by drugs.’”
Moreover, in 1933, Congress rejected a suggested
provision in a draft of the original FDCA providing a
federal cause of action for damages because “a common
law right of action (already) exists.””” Keeping in mind
the maxim that ““[t]he purpose of Congress is the ultimate
touchstone’ in every pre-emption case,”’® and the
Supreme Court’s admonition that the historic police
powers of the States should not be found to be
preempted “unless that was the clear and manifest
purpose of Congress,”” it becomes apparent that FDA's
arguments in favor of preemption in the prescription
drug cases are extraordinary.

In re Paxil

Presently, a class action lawsuit is pending before a
California federal court, in which dozens of plaintiffs
contend that Glaxo SmithKline (GSK) has engaged in
false advertising by promoting its drug Paxil as “non-
habit forming.” Paxil is an antidepressant in the class of
medicines known as SSRIs, or selective serotonin
reuptake inhibitors.? SSRIs treat depression by
normalizing levels of the brain chemical serotonin.®
However, SSRIs also have effects on numerous other
parts of the brain’s cellular system.®

In August 2002, the court granted plaintiffs’ request
for a preliminary injunction barring GSK from continuing
to air television commercials claiming that Paxil was “non-
habit forming.”® GSK motioned the court to reconsider
its ruling, and, after asking FDA to file a brief and
considering all arguments, the court lifted the preliminary
injunction.® In its brief, FDA asserted, among other
things, that Paxil does not cause withdrawal symptoms
but merely causes a “discontinuation syndrome,”® and
that in any event, plaintiffs’ claim was preempted.
Although the court ultimately lifted the preliminary
injunction on other grounds,® it soundly rejected the
preemption argument.

FDA (and GSK) argued for implied preemption on
the ground that the comprehensive nature of the FDCA,
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when taken together with FDA's expertise, evidences a
Congressional intent to preempt state law.®” The court
found the argument that FDA has exclusive domain over
control and regulation of prescription drug
advertisements to be unpersuasive.®® The court noted
that neither FDA nor GSK had cited any case holding
that the FDCA preempts state law, and noted that “if
anything, FDAs and GSK’s arguments ran contrary to
the grain of other decisions.”® Judge Marianna Pfaelzer
elaborated:

FDAs and GSK’s position vitiates, rather than
advances, the FDCA'’ purpose of protecting the
public. That is, FDA and GSK invite the Court
to find that in enacting the FDCA for the
purposes of protecting public health, Congress
not only declined to provide for a private cause
of action, but also eliminated the availability of
common law state claims. This position
contravenes common sense, and the Court
declines the invitation.*

Despite the court’s outright rebuff of FDAS theory,
Mr. Troy plans to continue his “fight for the FDA's
supremacy.”® He has indicated that he intends to raise
the argument again before Judge Pfaelzer in the ongoing
Paxil litigation.®

Motus v. Pfizer

Five days after filing its brief in the Paxil litigation,
FDA submitted an amicus curiae brief to the United States
Court of Appeals for the Ninth Circuit® in a case
involving another SSRI drug, Zoloft.** Flora Motus
initially brought the case in state court on behalf of her
husband Victor, who committed suicide approximately
one week after commencing to take Zoloft for his
depression.®* Ms. Motus alleged that Pfizer failed to
adequately warn of the dangers, contraindications and
side-effects of Zoloft.®® After successfully removing the
case to federal court, Pfizer moved for summary
judgment on the ground that the inadequate warning
claims were preempted.”’

Specifically, Pfizer argued that FDA had instructed
it to use certain verbatim text in its labeling that did not
link suicide to the drug but rather warned that the
possibility of suicide is inherent in depression.®
Additionally, before and during FDAs consideration of
the Zoloft application, the agency considered claims that

other SSRIs (such as Prozac) cause suicide and
determined on each occasion that the scientific evidence
was insufficient to compel a warning linking Prozac to
suicidal behavior.®® Pfizer therefore argued that
“plaintiff’s attempt to use state tort law to require
warnings that Zoloft causes suicide” conflicted with
FDA's determinations concerning SSRI warnings.'®

The district court rejected the preemption defense,
instead finding on a variety of grounds that Pfizer had
failed to demonstrate that it would be impossible to
comply both with FDA requirements and with a state
law or decision requiring a stronger warning.’* In a
separate proceeding, the court granted summary
judgment to Pfizer on the ground that Ms. Motus was
unable to present any evidence to establish that her
husband’s doctor would have acted differently had Pfizer
included a warning about an association between Zoloft
and suicidal behavior.1%

Ms. Motus appealed the court’s judgment to the Ninth
Circuit, and Pfizer cross-appealed the earlier ruling on
its preemption argument.’® FDA filed an amicus curiae
brief without being asked to do so by the court, and it
did so within months of Mr. Troy’s receipt of a phone
call from one of Pfizer’s attorneys, requesting that the
government file a brief in support of preemption.*®
FDA's involvement in the case was especially alarming
to plaintiff’s counsel, because before being appointed to
the position of FDA Chief Counsel, Mr. Troy had
represented Pfizer for pay as a private attorney.'%
According to Mr. Troy, since the mandatory recusal period
had elapsed at the end of May, he “didn’t see any
problem” with filing a brief that supported Pfizer’s
defense less than four months later.1%

In the brief, Mr. Troy and FDA argued that the claims
were preempted because:

when Zoloft was prescribed for Victor Motus,
any warning, no matter how worded, that could
reasonably have been read as describing or
alluding to [a causal relation to suicide] would
have been false or misleading, and therefore in
conflict with federal law because there was no
(and still is not) scientific support for such a
warning. This is not just because FDA had
rejected any link between Zoloft and suicide
when . . . the agency approved the drug as a
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treatment for depression. Subsequently, in
response to petitions making similar allegations
as to the related drug Prozac, FDA found no link
between antidepressants and suicide.r”’

In addition to arguing for implied preemption on
the basis of actual conflict, FDA raised the over-
deterrence argument that it has also advanced in the
Murphree and Horn cases'® involving medical device
claims:

Under-utilization of a drug based on
dissemination of scientifically unsubstantiated
warnings, so as to deprive patients of beneficial,
possibly lifesaving treatment, could well frustrate
the purpose of federal regulation as much as over-
utilization resulting from a failure to disclose a
drug’s scientifically demonstrable adverse
effects.%

In the end, the Ninth Circuit affirmed the lower
court’s ruling that Mrs. Motus had failed to establish proof
that stronger warnings could have altered her husband’s
medical treatment or averted his suicide, and it therefore
did not address the preemption issue.!’®  But the story
of FDA' brief in the case doesn’'t end there. Though
FDA may not have succeeded in establishing precedent
in the Ninth Circuit, its amicus brief has been convincing
lower courts to preempt similar tort claims in other
jurisdictions. Two federal district courts in Texas have
found failure to warn claims against Pfizer preempted,
resting their holdings in large part on FDAs views as
expressed in its Motus brief. 1

FDA’s Shift in Position: A Manifestation of
the Bush Tort Reform Agenda

FDA:'s legal briefs in Murphree, Horn, In re Paxil and
Motus represent a 180-degree shift from the agency’s prior
position on the preemption issue. After the Supreme
Court’s landmark decision in Medtronic, Inc. v. Lohr, former
FDA Chief Counsel Margaret Porter stated that the
Court’s refusal to find the plaintiff’s claims preempted
was consistent with FDASs “long-standing presumption
against preemption.”**? Porter further elaborated, stating
that:

[g]iven the harsh implications of foreclosing all
judicial recourse for consumers injured by
defective medical devices, FDA does not believe

that Congress intended to effect so sweeping a
change without even a comment. Rather, the
agency believes that Congress intended to restrict
preemption to positive enactments (for example,
legislation or regulations) that apply to the
marketing of medical devices within a state, and
did not intend to preempt state tort remedies for
injury to individual consumers.!*®

The pre-Bush Administration FDA's view on the
interplay between state tort claims and federal regulation
was expressed formally in a brief submitted to an lllinois
court in 1996, when FDA asserted that because the
federal approval process represents FDAs endorsement
of a minimum standard, federal approval should not
displace state common law that may provide additional
protection to consumers.!t

What has caused the agency’s views to shift so
drastically? The Supreme Court has not decided any case
that reverses either its reading of the MDA’ preemption
provision or its mandates on the presumptions that
inform any preemption decision (express or implied).
Congress has not passed any legislation altering the
language of the MDA preemption provision or adding
a preemption provision to the FDCA's prescription drug
sections. FDA has not gone through formal
administrative procedures to promulgate a new regulation
that interprets the MDA and/or the FDCA in such a
way as to preempt state tort claims. Stated simply, there
has been no intervening change in the law of preemption
to justify such a drastic reversal by FDA.

Instead, the Bush Administration’s FDA now argues
that the agency’s former view (that federal approval
should not displace state common law that may provide
additional protection to consumers) fails to “take
sufficient account of the state-of-the-art risk management
principles that FDA currently follows.”''® FDA declared
that “[t]he Government now believes” that the better
implementation of the statutory scheme is to focus *“not
only on identifying the risk minimization appropriate for
the device, but also on ensuring that the measures selected
do not present their own public health disadvantages.”*
Thus, with no more than a bare assertion that common
law tort claims might cause drug and medical device
manufacturers to take actions that actually increase risk
to consumers, the Bush Administration has concluded
that consumers are better off without private legal
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recourse. For an administration that purports to respect
the authority of states, this conclusion has a derisive
implicit premise: State court judgments, according to
the Bush Administration, are likely to be so erratic and
unfounded as to harm the very people they intend to
protect.

Such a speculative, condescending assertion cannot
by itself explain the Administration’s actions.
Consumers are not the constituency that will be made
better off by eliminating private legal recourse for injuries
sustained by drugs and/or medical devices. Instead,

did not require the advice and consent of the Senate,
was seen as a reaction to Senator Kennedy’s protest.'?
A medical device industry publication voiced the
Administration’s hope: “Until Bush is able to place
someone in the commissioner’s office who will meet
Kennedy’s approval, perhaps Mr. Troy can bring about
more regulatory circumspection at the agency.”*?

Indeed, Mr. Troy’s background is rife with themes
of “regulatory circumspection.” After attending
Columbia University School of Law, he clerked for
outspoken conservative Judge Robert Bork of the

United States Court of

Mr. Troy’s legal arguments
in favor of preemption are
consistent with, and are a
means of promoting, the
Bush Administration’s
position on tort reform.
President Bush often
attacks trial lawyers,

With no more than a bare assertion that
common law tort claims might cause drug
and medical device manufacturers to take

actions that actually increase risk to
consumers, the Bush Administration has
concluded that consumers are better off
without private legal recourse.

Appeals for the D.C.
Circuit.*?® In private
practice, Mr.  Troy
repeatedly sued FDA on
behalf of the Washington
Legal Foundation, arguing
that the agency had only

claiming that tort suits drive
up health care costs and impose a huge burden on the
economy.'® After declaring tort reform an “emergency”
upon assuming office as Governor of Texas, Mr. Bush
helped to ensure enactment of seven tort reform bills,
including measures that reduced punitive damage
liability and raised the burden of proof for plaintiffs
seeking such damages.’®® Business groups, many of
which were among Mr. Bush’s largest gubernatorial
campaign contributors, had laid the groundwork for the
measures.'?

Mr. Troy has helped to advance George W. Bush’s
pro-business, pro-tort reform tradition by establishing
an “open-door policy” for industry, thereby earning for
himself a reputation for being as receptive to industry as
any FDA Chief Counsel.*? It is no coincidence that
FDA's top legal voice is so closely aligned with the
Administration’s political agenda. Inthe summer of 2001,
the Bush Administration had settled on Michael J. Astrue
as its choice for FDA Commissioner.!?? Senator Edward
M. Kennedy, chair of the Senate Committee on Health,
Education, Labor and Pensions, opposed Astrue’s
candidacy on the ground that the then Senior Vice-
President and General Counsel of Transkaryotic
Therapies, Inc. (a biopharmaceutical company) was too
closely tied to industry.’?® President Bush’s appointment
of Mr. Troy to the position of FDA Chief Counsel, which

limited ability to regulate
drug companies.’?” As an associate scholar of legal
studies at the American Enterprise Institute, he argued
that companies that dumped toxics before it was illegal
to do so should not be held liable for the cleanup of
such waste.?® Mr. Troy’s greatest anti-regulatory
achievement may be his successful argument before the
Supreme Court on behalf of Brown & Williamson
Tobacco Corporation that FDA has no authority to
regulate tobacco.'®

Mr. Troy’s philosophy as FDA Chief Counsel is, in
large part, consistent with his conservative views: agencies
should limit their actions to what the law explicitly
authorizes them to do.**® Yet in the area of preemption,
Mr. Troy argues consistently for FDA authority well in
excess of what the relevant statutes stipulate, what the
Supreme Court has delineated, and what FDA has
historically asserted. In fact, in that area, he has managed
to change the entire nature of the Chief Counsel’s office,
converting it from a legal office to an activist policy
office.

Mr. Troy’s enthusiastic endorsements of broad FDA
authority in the realm of preemption are best understood
as a manifestation of George W. Bush’s continued
attempts to promote tort reform. The Chief Counsel
has specifically stated that FDA “is deeply immersed in
tort reform issues.”** Jay P. Lefkowitz, former director
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of President Bush’s Domestic Policy Council stated that
FDA:Ss litigation strategy embodies “good health policy
and good tort reform.”13

In short, FDAs 180-degree shift from the agency’s
prior position on the preemption issue represents neither
a response to some intervening change in the law, nor a
reflection of drastically different “state-of-the-art risk
management principles.”*** The current FDAs arguments
— diametrically opposed to the views consistently held
by previous FDAs - represent a concerted effort to
advance the Bush Administration’s activist tort reform
policy agenda. It is precisely for this reason that courts
should regard FDA's pro-preemption amicus briefs with
great circumspection. Although an agency’s construction
of its own regulations is normally entitled to substantial
deference by the courts, the fact that FDAs complete
about-face has taken place in the absence of any credible
change in legal or factual circumstances significantly
undercuts its arguments.'*

What’s at Stake: Regulation, Tort Law and
SSRI Warnings

The Bush Administration’s FDA has vociferously
argued that allowing state tort claims against the
manufacturers of drugs or medical devices that FDA has
approved would undermine FDA's review and approval
of product labeling. In particular, state tort suits could
result in “scientifically unsubstantiated warnings” by
manufacturers that could, in turn, result in the
underutilization of beneficial treatments, to the detriment
of consumers.**® This simplistic and speculative
argument, however, fails to address the ramifications of
eliminating tort remedies and implicitly rests on the
assumption that FDA's “centralized expert evaluation”*
is based on all relevant data and studies.

Aside from the harsh consequences to consumers
who would be left without any means of obtaining
compensation for injuries caused by defective prescription
drugs or medical devices, preemption of tort claims
would destroy the vital role that state common-law
remedies play in supplementing and augmenting federal
health and safety regulations.**® Specifically, the tort
system is often able to get to the truth in ways that are
largely unavailable to regulatory agencies.**®* The tort
system allows trial lawyers, so often vilified by President
Bush, to spend the resources needed to obtain and review

Stealth Tort Reform: The Bush Administration, FDA, and Preemption

documents from unwilling defendant manufacturers,
question company representatives during depositions and
thereby uncover evidence of fraud and
misrepresentation.’*® For example, court-ordered
discovery allowed counsel for the plaintiffs in the Paxil
litigation to see raw data on the drug’s safety and efficacy,
while FDA saw only the completed write-ups.***  Also
obtained in discovery but never seen by FDA were the
manufacturer’s internal communications about how to
approach the agency.*?

Past examples of tort litigation uncovering
information that FDA failed to find demonstrate just how
crucial the role of civil discovery through tort suits can
be. It was a trial lawyer, not FDA that discovered that
one of the published clinical studies of thalidomide (the
drug prescribed for morning sickness that caused severe
birth defects) had been ghost written by an employee of
the drug’s manufacturer.**® In the state tobacco litigation,
private attorneys for the states discovered and made
available for public inspection documents establishing
facts that the industry had denied to FDA (and Congress)
for decades.**

Recent revelations about data demonstrating a link
between SSRI drugs and suicidal behavior underscore
the very real need to protect the role of tort litigation in
supplementing FDA's regulatory efforts. In June 2003,
less than a year after FDA asserted to the United States
Court of Appeals for the Ninth Circuit in the Motus case
that its internal review of SSRI data disclosed that “there
is no difference in the risk of suicide between those on
SSRI’s and those on placebo,”* the agency issued a
statement recommending that Paxil not be used in
children and adolescents for the treatment of
depression.*® The recommendation was based on
“reports of a possible increased risk of suicidal thinking
and suicide attempts” in children under the age of 18
treated with Paxil.»’

In July 2003, FDA asked manufacturers for
information about pediatric studies of other depression
drugs, including several SSRI1s.}# After reviewing the
data, FDA issued a Public Health Advisory to health
care professionals, stating that it had not “been able to
rule out an increased risk of suicidality” for any of the
drugs.* FDA further stated that additional data and
analysis, as well as a public discussion of available data
were needed.’® The public discussion recommended
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by the Advisory was convened on February 2, 2004, for
the purpose of addressing concerns and gathering
information from a variety of sources and perspectives
about the relationship between suicidal behavior and SSRI
drugs.®® Prior to the meeting, FDA scientists met to
discuss the agenda. Dr. Andrew Mosholder, an FDA
drug-safety analyst who studied clinical trials of
antidepressants, stated that he planned to present his
conclusion: young people who took antidepressants were
far more likely to show suicidal tendencies than those
who took placebo pills.*%

High-ranking officials at FDA, however, decided that
Dr. Mosholder would not be permitted to speak about
his findings.**®* Though Dr. Mosholder would attend the
meeting to make another presentation, upper level
decisionmakers decided that another FDA official would
describe the antidepressant drug data Mosholder had
analyzed without offering any conclusion.® Concerned
about the reliability of Dr. Mosholder’s conclusions, FDA
hired researchers at Columbia University to re-analyze
the same data.™™ The Columbia study, completed after
the February meeting, reached conclusions nearly
identical to Mosholder’s.**®

In September 2004, after an advisory committee
meeting held as a follow-up to the February 2 meeting,
Dr. Robert Temple, director of FDA's office of medical
policy, stated that “we now all believe that there is an
increase in suicidal thinking and action that is consistent
across all the drugs.”*" Dr. Temple was one of the
officials who decided to prevent Dr. Mosholder from
presenting the same conclusion in February.*® According
to Temple, the data demonstrating the consistent link
between antidepressants and suicidal behavior were
contained in 15 clinical trials, some of which had been
hidden for years from the public by the drug companies
that sponsored them. %

This timely example of the ability of regulated entities
to hide data concerning the very dangers that FDA seeks
to protect the public against underscores the necessity
of preserving the tort remedies that the Bush
Administration is trying so hard to eliminate. Common
law claims hold companies liable for poorly designed
and manufactured products, and they can indirectly
influence corporate conduct. A company is not as likely

to disregard studies that indicate that its product causes
death or injury if it knows that it may be held liable for
damages caused by that product in the future, and it
will not be tempted to hide those studies if it knows
that a jury may award punitive damages when the cover-
up is later uncovered. A complete shield from liability
based on an existing FDA label deprives consumers of
the additional incentive that the threat of tort recovery
provides to manufacturers. Without the possibility of
damaging information ever being revealed through
litigation, manufacturers of drug and medical devices
would have every incentive to withhold even more such
information from FDA.

In its Motus brief, FDA rested its preemption
argument in large part on the fact that FDA had rejected
a link between Zoloft and suicide, and it explicitly argued
that the agency “found no link between antidepressants and
suicide.”*® Consumers would be harmed, the agency
asserted, by over-warning about a link between SSRI
drugs and suicidal behavior.** Two courts relied on FDAs
arguments to find a plaintiff’s claims preempted, thus
preventing them from using discovery tools to explore
the merits of their assertions.’®2 Despite recent
developments, Mr. Troy has stated that FDA has “not
rethought [its] legal views on preemption merely because
the facts [on SSRIs] change.”*® In the face of a flagrant
failure of the regulatory system, the Bush Administration
continues to believe that whether FDA is right or wrong
in its conclusions about the dangers of products it
regulates, consumers are better off without a legal remedy.

Conclusion

Mr. Troy’s successes in urging courts to adopt a
radically aggressive preemption policy illustrate “how a
White House can use its administrative and legal powers
to change the regulatory terrain without taking the often
arduous course of asking Congress to change the law.”"1%
The Bush Administration has pursued its tort reform
agenda through arcane legal vehicles that are largely
hidden from public view, and it has enlisted the industry
to alert it to chances to do so. Courts should be reluctant
to accept the flawed and unprecedented statements of
this administration’s FDA, and consumers should be
outraged at these clandestine attempts to erode their
legal protections.
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