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I am honored to testify in these hearings on FDA preemption of state product
liability lawsuits relating to FDA-approved drugs and medical devices. I will focus
mainly on pharmaceuticals. In doing so, I will address the practical consequences of
FDA preemption of liability litigation, and will largely ignore the complex legal issues to
be discussed by other witnesses. By way of background, I am an economist who has
specialized in government regulation, tort liability, information, and FDA regulation,
beginning with my experience in the Bureau of Economics at the Federal Trade
Commission in the 1980s.

The central issue in these hearings is whether state tort litigation against
FDA-approved drugs and devices — especially lawsuits alleging failure to warn — should
be preempted by FDA regulation including the content of the labels that accompany all
approved drugs and devices. A current case now before the Supreme Court, Wyeth v.
Levine, may strongly affect the role, if any, of preemption.

A commonly held view is that state tort liability litigation can do much good and
little harm because such litigation provides added protection to patients and consumers
through compensation for injury, better information in the form of new warnings and
disclosures, and improved drug safety (e.g., Kennedy 2008; Glantz and Annas 2008). 1
believe these views are largely unsupported, however. Economic reasoning and historical
experience strongly suggest that FDA preemption, if it becomes standard law, would

actually tend to improve patient welfare.

Tort Liability Suits as a Compensation Mechanism

The original function of the tort liability system was to deter unsafe activity by
causing firms and others to internalize the full costs of their actions. Since the 1960s,
compensation has come to play an equal or perhaps predominant role. In the meantime,
punitive damages, once rare, have assumed a crucial role in liability litigation, especially

in shaping the many settlements through which most liability suits are resolved (Priest
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1991; Rubin, Calfee, and Grady 1997; Moore and Viscusi 2002). Punitive damages are
of course paid in addition to compensatory damages.

A substantial stream of research demonstrates that liability litigation is an
extraordinarily inefficient tool for compensating patients. In asbestos litigation, which
has been studied more than any other kind, plaintiffs have received only about forty
percent of total damages payouts. Transaction costs including attorney and expert fees
accounted for the rest (Hensler 1993). Some of the research critical of tort liability as a
compensation mechanism has appeared in medical journals, sometimes accompanied by
proposals to replace some components of the liability system (Studdert and Brennan
2001). An additional problem is the increasing role played by damages for pain and
suffering (i.e., nonpecuniary losses). Here, the problem is that systematic use of pain and
suffering damages amounts to a form of mandated insurance. There are compelling
arguments that such insurance is often not worth its cost to consumers (Calfee and
Winston 1993). The problem is worse for products (including virtually all
pharmaceuticals) that usually prevent far more harm than they cause. Burdening
pharmaceutical manufacturers with full compensation for apparent harm from their
products would dramatically increase prices, transferring the burden to patients and
payers generally. This can work to suppress even very valuable products, as recognized
by former FDA Commissioner Mark McClellan (McClellan 2003). That this is more than
a theoretical possibility became clear when liability engulfed the child vaccine market in
the 1980s. As it became clear that the extra insurance bundled with childhood vaccines
was worth far less than its cost, shortages ensued and manufacturers abandoned the
market. The situation was resolved by replacing the liability system altogether (Manning

1994, 1996, 1997).

Information and Preemption
Much if not most litigation subject to FDA preemption involves allegations of
failure to warn. The effects of preemption on drug information are therefore a central

issue. It would be a mistake to assume that because liability suits would induce
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pharmaceutical manufacturers to provide additional information and warnings, litigation
is bound to improve information for patients and physicians. Experience has provided
little reason to expect this kind of improvement in the wake of liability litigation. For
example, a detailed and largely favorable assessment of the role of litigation in
pharmaceutical markets noted that Vioxx litigation has done little or nothing to improve
knowledge about that drug (Bernstein 2007, p. 1055). Even in the case of massive
litigation sponsored by state governments and non-profit organizations — that relating to
tobacco — there little if any evidence that public knowledge of the health effects of
smoking was improved even though cigarettes are among the least regulated products
(while pharmaceuticals are arguably the most regulated) (Schuck 2008, n. 104, citing
Rabin 2001, p. 201).

Given that we cannot assume that tort liability litigation will improve product
information, we must pay attention to how it actually works in pharmaceutical markets,
where regulation is already exceptionally strong. In Wyeth v. Levine, for example, the
dispute was essentially over whether Wyeth should have strengthened the warning for the
drug Phenergan in order to contra-indicate a specific way to administer this drug in
emergency situations. It seems clear from the record that the FDA itself had issued
detailed warnings about administration but had also declined to contra-indicate this
particular method because physicians would probably decide it was in fact the best
method in some circumstances.

Rather than focusing narrowly on the debate over one particular contra-indication,
however, we must pay attention to the larger effects limiting or prohibiting FDA
preemption. An unwise contra-indication is an example of the more general problem of
over-warning. It has become clear that liability worries encourage manufacturers to
propose very detailed warnings and even to resist emphasis on relatively greater dangers
for fear of being held accountable for downgrading rarer but still dangerous risks. Some
of this was described in a series of Wall Street Journal articles that noted, for example,

that the three erectile dysfunction drugs on the market each carried labels more than 20

.



pages long (Hensley 2005a, 2005b). The FDA has for many years sought to modify and
improve drug labels while avoiding the constant danger of over-warning (Galson 2005).

Many new warnings and contra-indications are bound to be considered for a
wide variety of drugs and devices. In the absence of preemption, firms will know that
they (and physicians) may be subject to large damages verdicts at the will of juries that
necessarily focus on a highly specific personal tragedy rather than on societal trade-offs.
This applies with particular force to possible contra-indications. Physicians are likely to
treat contra-indications as outright bans because to prescribe in the face of a labelled
contra-indication is to court a malpractice lawsuits and punitive damages if anything goes
wrong no matter how extensive the warnings might be. The result is that patients who
would have benefitted from the contra-indicated use will be denied those benefits even if
the expected net benefit greatly exceed the likelihood of harm.

If the FDA tended to provide too little in the way of warnings and
contra-indications, one might doubt that preemption would serve a useful role. But there
no reason to expect this problem. The FDA is legendary for its detailed probing and
assessment of nearly anything related to drug safety, and does this under intense scrutiny
from Congress, medical academia, the public press, and many others (cf. Schuck 2008, p.
14-15). It clearly seeks to balance the costs and benefits of information provided on drug
labels and through other means. In fact, the agency probably tends to require too much of
this kind of information. For example, the label for Rotateq, the rotavirus vaccine, was
recently amended to include a warning against intestinal blockage, a rare but genuine
problem with an earlier rotavirus vaccine since removed from the market. It did so even
though extremely large clinical trials involving tens of thousands of subjects had
revealed no excess likelihood of blockage for the vaccine compared to a placebo (Wall
Street Journal, May 2, 2008).

Perhaps the most vigorous wave of criticism of the agency for inadequate
warnings in recent years arose in connection with “suicidality” (roughly speaking,
suicidal thinking) among youthful users of the SSRI class of antidepressants. Facing

relentless criticism from litigators, politicians, popular press editorialists, and elite
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medical journals, the FDA implemented its strongest “black box” warning for all
antidepressants, not just SSRIs (because there was little reason to think that older drugs,
which can cause fatal overdoses, are safer). Subsequent research taking a variety of
approaches has found that SSRI use is strongly associated with lower, not higher, suicide
rates, and that the highly publicized warnings probably did more harm than good by
reducing antidepressant use. In particular, a series of reports has found that there is a
striking, inverse relationship between SSRI prescriptions and youth suicides in a variety
of data sets and that the imposition of new FDA warnings (beginning with public health
alerts) is strongly associated with reduced antidepressant prescribing for children (and
younger adults) and higher suicide rates (Shogren 2004; McKeown, Cuffe, and Schulz
2006; Ludwig, Marcotte, and Norberg 2007; Brent 2007; Gibbons et al. 2007; Lubell et
al. 2007; Bridge et al. 2007; Pfeffer 2007).

The reasons why FDA is more likely to lean toward over-warning rather than

under-warning become clearer when one looks at drug safety itself.

Drug Safety and Preemption’

Those who oppose FDA preemption of tort liability lawsuits for failure to warn
and other reasons often seem to assume that the FDA has tolerated an unduly low level of
drug safety (Glantz and Annas 2008). There is essentially no systematic evidence for this
view. In its widely cited 2006 report on drug safety, the Institute of Medicine began by
noting, “The committee did not attempt to document whether or not a drug safety crisis
exists, and this report should not be interpreted as commenting on that claim one way or
the other” (p. 1-1). Even when looking at the leading anecdotes that have aroused intense
criticism of drug safety in the past few years, there is little reason to think drugs have
become less safe or are unduly unsafe. I have already mentioned antidepressants. Also

informative is the lengthy and exhaustively studied series of events that began with the

" This section draws upon my written testimony in the Feb. 27, 2008 hearings on
drug safety and the FDA before the House Committee on Appropriations, Subcommittee
on Agriculture and FDA.
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withdrawal of the arthritis pain reliever Vioxx at the end of September 2004. As the FDA
presciently pointed out at the time, it was far from clear that Vioxx or its competing Cox-
2 inhibitor, Celebrex, was significantly riskier than the much older non-steroidal anti-
inflammatory drugs (NSAIDs) they replaced, given that these older drugs had never been
subjected to rigorous clinical trials like the one that brought Vioxx down. Subsequent
research has largely vindicated that view, with the entire class of NSAIDs (old and new,
Cox-2s or not) now bearing heart attack warnings (Calfee 2005; Kearney et al. 2006;
Warner and Mitchell 2008).

This is hardly surprising. Even for products that are subject to far less regulation,
no systematic evidence has emerged that the U.S. liability system in the U.S. improves
safety (Moore and Viscusi 2002; Rubin and Shepherd 2007). In fact, there are
compelling reasons to think that in balancing safety against the benefits of new drugs, the
FDA tends to give too much weight to safety and not enough to benefits. The reasons lie
in the biased incentive structure facing the FDA staff. The unrelenting criticism visited
on the FDA since the Vioxx withdrawal illustrates a profound disparity how the public
penalizes two different kinds of regulatory error. When FDA staff members decide
whether the benefits of a proposed new drug exceed its risks, they know that if they
commit what is often called a Type I error — the approval of a drug that turns out to be
insufficiently safe once marketing begins — their error will usually become known (a
“public error”). This can and often does lead to impassioned criticism of the agency and
to correction of the error (although more often than not, critics fix upon something that
was probably not an error at all). On the other hand, a Type II error — the failure to permit
marketing of a drug that would in fact provide benefits in excess of harms — is typically
detected by relatively few people (a “private error’), and its deleterious effects can persist
more or less indefinitely.

The effect is to bias even the most conscientious FDA regulators toward
exercising excessive caution and requiring excessive drug testing. This first became
apparent in a stream of research on the “drug lag” of the 1960s and 1970s, when FDA

approvals trailed far behind those in European nations. This research revealed no
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consumer benefit in terms of safer drugs, yet similar approval lags continued for years
afterward (Peltzman 1973, 1974; Wardell and Lasagna 1975; Katin and Brown 1995).
Yet slow drug approvals here did not bring extra safety. An analysis of the United States,
Spain, and the United Kingdom yielded essentially identical drug-withdrawal rates
despite the more rapid drug-approval timelines in the European countries (Bakke, et al.
1995). Also, research has made clear that the advent of user-fee funding via the 1992
Prescription Drug User Fee Act has worked to the benefit of patients by accelerating the
arrival of new drugs (Philipson, et al., 2005).

There is anecdotal evidence that soon after the Vioxx withdrawal and ensuing
criticism, the FDA began to be even more cautious in approving new drugs and new
indications (Harris 2005). Last year, for example, the FDA refused to approve the pain
reliever Arcoxia and the weight-loss drug Accomplia even though both had been
approved by the European Union and many other nations (Gottlieb 2007; Wadman 2007).
The FDA has also been unreceptive to some promising new drugs for advanced cancer,
including Provenge, Genasense, and others (Usdin 2007a; Miller and Henderson 2007;
Miller 2007; Pardoll and Allison 2004). The 2007 FDAAA legislation, which is rooted in
the view that the FDA staff has consistently neglected drug safety, has probably
reinforced the FDA's innate tendency toward over-caution (Calfee 2007).

Finally, too little attention has been paid to another potent force: market-driven
manufacturer incentives to maintain drug safety. Such incentives operate with powerful
effect in far less regulated high-tech industries such as automobiles, petroleum, and
electronics. As in other industries, pharmaceutical manufacturers rely heavily upon
maintaining their reputation among customers (especially physicians) for product safety
and efficacy. Post-approval clinical trials play a central role in this process. These trials
are undertaken to expand markets, but they necessarily open the door to new and possibly
alarming (as well as reassuring) safety information. Often, post-approval trials are bigger,
longer, and more informative than the trials undergirding drug approvals. Often, they

force revisions in accepted views of such basic matters as, for example, the benefits of
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lowering serum cholesterol or the safety of all NSAID pain relievers (Topol 2004a;
Wadman 2007).

Conclusions

The question of whether FDA regulatory rulings should preempt state or common
law tort liability litigation for failure to warn and similar allegations turns on the question
of whether such litigation would improve the pharmaceutical market in terms of
compensation, information, and product safety. For three reasons, the absence of
preemption is likely to worse markets and harm patients on the whole. First, the liability
system is an extraordinarily inefficient mechanism to achieve compensation for harms
from pharmaceuticals. The attempt to provide compensation through comprehensive
liability litigation is likely to burden pharmaceuticals with excessive costs that would
raise prices and tend to discourage the use of valuable drugs.

Second, the absence of preemption would make it far easier for litigation to
induce new contra-indications and other warnings that on the whole are more likely to
cause over-warning and under-use of essential drugs instead of improving the
pharmaceutical information environment. One reason is that the pressure for excessive
warnings is sufficiently intense that the FDA is unlikely to forego useful warnings, and
will sometimes mandate excessively detailed warnings. And third, there is little reason to
think that drug safety has suffered in recent years or that FDA incentives are such as to
cause the agency to slight drug safety. Indeed, strong forces exert pressure to give too
much weight to safety in comparison to approving new drugs and new indications.
Further growth in liability litigation would reinforce these tendencies, to the disadvantage
of patients, while preemption can provide a valuable check on these adverse

consequences of litigation.
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