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THE HEALTH ACT'S FDA DEFENSE TO PUNITIVE
DAMAGES: A GIFT TO DRUG MAKERS OR TO

THE PUBLIC?

Elissa Levy*

We thus come to the issue of punitive damages, an issue of extreme
significance not only in monetary terms to this defendant in view of the
hundreds of pending.., actions and to the plaintiff as well, but from a
longer range, to the entire pharmaceutical industry and to all present and
potential users of drugs.I

INTRODUCTION

Despite rigorous regulation by the United States Food and Drug
Administration ("FDA"), pharmaceuticals are indirectly co-regulated by the
tort litigation system. 2 While the FDA uses its scientific expertise to make
public health determinations of whether therapeutic benefits outweigh the
risks of individual drugs, lay judges and jurors are afforded the opportunity
to second-guess these decisions and regulate through the imposition of
compensatory and punitive damage awards.3 Concerned commentators
contend that this dual regulation system has driven valuable drugs from the
market and potentially keeps innovative drugs from reaching the market
altogether. 4 Moreover, they argue that the mere availability of a punitive
damages claim in pharmaceutical litigation possibly increases litigation
costs for manufacturers and leads to a greater likelihood of settlements. 5

These commentators suggest that despite the general rule that regulatory

* J.D. Candidate, 2007, Fordham University School of Law; M.D., Mount Sinai School of
Medicine, 1999; B.A., Emory University, 1994. I would like to thank my husband Mitch,
my parents Lesly and Jay, my in-laws Harriet and Harold, and of course, Ralph and
Solomon, for all their love, support, and encouragement. I would also like to thank
Professor Benjamin Zipursky for his thoughtful advice and guidance with this Note.

1. Roginsky v. Richardson-Merrell, Inc., 378 F.2d 832, 838 (2d Cir. 1967) (Friendly,
J.). Although Judge Henry Friendly wrote this almost forty years ago, this statement remains
relevant today.

2. See Robert L. Rabin, Reassessing Regulatory Compliance, 88 Geo. L.J. 2049, 2074-
85 (2000).

3. See Bruce N. Kuhlik & Richard F. Kingham, The Adverse Effects of Standardless
Punitive Damage Awards on Pharmaceutical Development and Availability, 45 Food Drug
Cosm. L.J. 693, 697-98 (1990).

4. Id. at 698-704 (describing the impact of liability and punitive damages awards on
specific pharmaceuticals, including vaccines, contraceptives, and Bendectin).

5. Id. at 697.
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compliance is not a defense to liability, compliance with FDA regulations
should shield drug manufacturers from punitive damage awards. 6

Other commentators challenge these claims and state that FDA
regulations merely establish minimum safety standards; FDA compliance,
they argue, does not preclude liability.7 Concerned that the FDA fails to
adequately protect the public from unacceptable risks, these commentators
suggest that punitive damages are necessary to punish and deter
manufacturer misconduct. 8

On July 28, 2005, the House of Representatives passed the Help
Efficient, Accessible, Low-cost, Timely Healthcare ("HEALTH") Act of
2005, which includes an FDA regulatory compliance defense to punitive
damages. 9 This controversial provision has become a perennial, repeatedly
included in legislation that passes in the House, but stalls in the Senate. 10

This Note argues that because of the unique societal importance of
pharmaceuticals, and the comprehensiveness of FDA regulations, public
policy weighs in favor of disallowing punitive damage awards in
pharmaceutical litigation where the manufacturer complied with FDA
regulations. In order to appreciate this issue fully, Part I of this Note will
provide background, briefly discussing pharmaceutical products liability,
punitive damages, and the tort reform movement. This part will also
discuss the co-regulation of pharmaceuticals by the FDA and the tort
system, including brief descriptions of the regulatory compliance defense
and preemption.

Parts II.A and II.B explain the arguments for and against the FDA
regulatory compliance defense to punitive damages in pharmaceutical
products liability lawsuits.

Finally, Part III of this Note concludes that because of the strong public
interest in the availability of life-sustaining and life-improving drugs, public
policy favors federal legislation immunizing compliant manufacturers from
punitive damages in the absence of an FDA determination of fraud. Part III
suggests that, in order to ensure public health and safety, the enactment of
this defense should be accompanied by the reworking of FDA regulations

6. See, e.g., id. at 708; Annette L. Marthaler, Comment, The FDA Defense: A
Prescription for Easing the Pain of Punitive Damage Awards in Medical Products Liability
Cases, 19 Hamline L. Rev. 451, 486-87 (1996).

7. See H.R. Rep. No. 108-32, pt. 1, at 260 (2003).
8. See Christopher Placitella & Justin Klein, The Civil Justice System Bridges the Great

Divide in Consumer Protection, 43 Duq. L. Rev. 219, 233-34 (2005).
9. Help Efficient, Accessible, Low-cost, Timely Healthcare (HEALTH) Act of 2005,

H.R. 5, 109th Cong. § 7(c) (2005) (as passed by the House of Representatives, July 28, 2005,
and referred to the Comm. on the Judiciary). The HEALTH Act of 2005 passed the House
of Representatives by a margin of 230 to 194. See Final Vote Results for Role Call 449,
http://clerk.house.gov/evs/2005/rol1449.xml (last visited Feb. 27, 2006). Because there is no
House Report for the HEALTH Act of 2005, the views of the bill's proponents and
opponents are based on the HEALTH Act of 2003's House Report. See H.R. Rep. No. 108-
32 (2003).

10. See, e.g., HEALTH Act of 2004, H.R. 4280, 108th Cong. § 7(c) (2004); HEALTH
Act of 2003, H.R. 5, 108th Cong. § 7(c) (2003).
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and sanctions. This part also addresses possible consequences of the FDA
regulatory compliance defense to punitive damages, such as the increase in
economic damage awards.

I. BACKGROUND AND HISTORY OF THE CO-REGULATION OF
PHARMACEUTICALS

This part provides the setting necessary for discussing the conflict in Part
II over the appropriateness of the FDA regulatory compliance defense to
punitive damages. Part L.A briefly discusses pharmaceutical products
liability, punitive damages, and the tort reform movement. Part I.B
examines the co-regulation of pharmaceuticals, including ex ante regulation
by the FDA and ex post liability imposed by the tort system.

A. Pharmaceutical Products Liability, Punitive Damages, and the Tort
Reform Movement

The current movement to reform the tort system was preceded by the
1960s and 1970s plaintiff-friendly expansion of tort rights and liabilities.I'
After a couple of influential products liability opinions 12 and the American
Law Institute's issuance of section 402A of the Restatement (Second) of
Torts, 13 plaintiffs' barriers to recovery were reduced by courts holding
manufacturers strictly liable for injuries caused by their products. 14 The

11. See James A. Henderson, Jr. & Theodore Eisenberg, The Quiet Revolution in
Products Liability: An Empirical Study of Legal Change, 37 U.C.L.A. L. Rev. 479, 483-88
(1990) (describing the pro-plaintiff expansion of products liability rights in the 1960's); John
T. Nockleby & Shannon Curreri, 100 Years of Conflict: The Past and Future of Tort
Retrenchment, 38 Loy. L.A. L. Rev. 1021, 1021-35 (2005) (concluding that the tort reform
movement is reacting to the pro-plaintiff expansion of tort rights).

12. See Justice Roger Traynor's concurrence in Escola v. Coca Cola Bottling Co., 150
P.2d 436, 440 (Cal. 1944) (Traynor, J., concurring), and majority opinion in Greenman v.
Yuba Power Products, Inc., 377 P.2d 897 (Cal. 1963).

13. Section 402A of the Restatement (Second) of Torts provides:
(1) One who sells any product in a defective condition unreasonably dangerous

to the user or consumer or to his property is subject to liability for physical harm
thereby caused to the ultimate user or consumer, or to his property, if

(a) the seller is engaged in the business of selling such a product, and
(b) it is expected to and does reach the user or consumer without substantial
change in the condition in which it is sold.

(2) The rule stated in Subsection (1) applies although
(a) the seller has exercised all possible care in the preparation and sale of his
product, and
(b) the user or consumer has not bought the product from or entered into any
contractual relation with the seller.

Restatement (Second) of Torts § 402A (1965).
14. Justice Traynor's concurrence in Escola, 150 P.2d at 440, and majority opinion in

Greenman, 377 P.2d at 897, marked the emergence of strict liability for defective products.
Just a couple of years after Greenman, the American Law Institute recommended the
adoption of strict products liability in section 402A of the Restatement (Second) of Torts.
See John C. P. Goldberg, Anthony J. Sebok & Benjamin C. Zipursky, Tort Law:
Responsibilities and Redress 815-16 (2004). The overwhelming majority of states have
since employed some fashion of strict products liability law. Id. at 815, 832. In general,
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rationales cited for the shift from a negligence standard to a standard of
strict liability include (1) obligation; (2) deterrence; (3) compensation
insurance; (4) causation strict liability; (5) compensation equality; (6)
litigation structure; and (7) judicial candor. 15  In theory, strict liability
deters manufacturers from marketing unsafe products and fairly
compensates injured consumers. 16

Recognizing the risk of stifling the research and development of life-
sustaining and life-improving drugs, and the inevitability of harm, in
comment k to section 402A, the drafters of section 402A recommended
against strict liability for design defects in "unavoidably unsafe" products,
such as prescription drugs and vaccines. 17  Although it is generally
considered to be in the public's interest, in limited circumstances, to allow
"unsafe" products to be marketed when there is a net positive effect on

there is a tripartite classification for product defects: (1) manufacturing defects; (2) design
defects; and (3) failure to warn or instruct. Id. at 846-47.

15. These justifications can be found in Justice Traynor's concurrence in Escola. See
Goldberg, Sebok & Zipursky, supra note 14, at 823 (discussing Escola, 150 P.2d at 440
(Traynor, J., concurring)). For a further discussion of each of these rationales, see id.

16. See Greenman, 377 P.2d at 901.
17. Comment k to section 402A provides as follows:

Unavoidably unsafe products. There are some products which, in the present
state of human knowledge, are quite incapable of being made safe for their
intended and ordinary 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 leads to very serious and damaging consequences when it is injected.
Since the disease itself invariably leads to a dreadful death, both the marketing and
the use of the vaccine are fully justified, notwithstanding the unavoidable high
degree of risk which they involve. Such a product, properly prepared, and
accompanied by proper directions and warning, is not defective, nor is it
unreasonably dangerous. 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 prescription 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 justifies
the marketing and use of the drug notwithstanding a medically recognizable risk.
The seller of such products, again with the qualification that they are properly
prepared and marketed, and proper warning is given, where the situation calls for
it, is not to be held to strict liability 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.

Restatement (Second) of Torts § 402A cmt. k. In addition to comment k, other liability-
restrictive doctrines, such as the learned intermediary doctrine, and legislation, such as the
National Childhood Vaccine Injury Act, 42 U.S.C. § 300aa-1 (2000), have been crafted in
response to concerns about tort law's impact on medical products and public health. See
Goldberg, Sebok & Zipursky, supra note 14, at 900, 925, 937-38. In contrast to general
consumer products where warnings must be conveyed directly to the consumer, tort law
generally requires a drug manufacturer to provide instructions and warnings to the
prescribing medical provider. Id. at 937-38. The treating or prescribing medical provider,
known as the learned intermediary, is considered to be in the best position to make
individualized medical decisions based on the risks and benefits of the drug, and the nature
of the patient's condition. Id. Under this doctrine, it is the medical provider, not the
manufacturer, who will incur liability for failing to adequately warn the patient. Id.
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public health and safety, the interpretation of comment k varies among
jurisdictions. 18 The majority of jurisdictions apply comment k on a case-
by-case basis, contending that societal interests can be served without
providing manufacturers "blanket immunity" from strict liability for
prescription drugs. 19 Because of the protection afforded to manufacturers
by comment k, few pharmaceutical products liability cases involve design
defect claims-most involve the failure to warn of known or reasonably
knowable risks, and the adequacy of warnings provided. 20

The expansion of tort liability is intertwined with the expansion of the
punitive damages remedy against product manufacturers. 21 No longer were
punitive damage awards limited to malicious malfeasance; rather, the
remedy became available to deter and punish product manufacturers for
reckless indifference. 22 While punitive damages have been a constant

18. See Freeman v. Hoffman-La Roche, Inc., 618 N.W.2d 827, 836 (Neb. 2000)
(applying a case-by-case application of comment k of section 402A and rejecting section
6(c) of the Restatement (Third) of Torts). Section 6(c) of the Restatement (Third) of Torts,
which specifically pertains to prescription drug and medical device design defect claims, has
received much criticism for its tendency to favor defendants. See id. at 837-40.

19. See id. at 836. For a discussion of the appropriateness of the comment k defense, see
Brown v. Superior Court, 751 P.2d 470,476-77 (Cal. 1988).

20. See Michael D. Green, Safety as an Element of Pharmaceutical Quality: The
Respective Roles of Regulation and Tort Law, 42 St. Louis U. L.J. 163, 168 (1998). Most
failure-to-warn claims concern adverse events that are not detected during clinical trials and
are only identified after Food and Drug Administration ("FDA") approval. Id. at 169.
Manufacturing defect claims are rare in pharmaceutical products liability litigation because
of the FDA's strict manufacturing regulations and the technological capabilities of
manufacturers. Id. at 168. Generally, in a cause of action for strict liability premised on
failure to warn, a plaintiff only needs to prove that "the defendant did not adequately warn of
a particular risk that was known or knowable in light of the generally recognized and
prevailing best scientific and medical knowledge available at the time of manufacture and
distribution." Carlin v. Superior Court, 920 P.2d 1347, 1351 (Cal. 1996). One commentator
even claims that comment k itself "steered plaintiffs to the most prominent theory in
pharmaceutical litigation: the inadequate warning or failure to warn claim." W. Kip Viscusi
et al., Deterring Inefficient Pharmaceutical Litigation: An Economic Rationale for the FDA
Regulatory Compliance Defense, 24 Seton Hall L. Rev. 1437, 1463 (1994). For cases
permitting recovery for a strict liability claim based on the theory that the drug was
defectively designed, see Brochu v. Ortho Pharmaceutical Corp., 642 F.2d 652 (1st Cir.
1981), and Savina v. Sterling Drug, Inc., 795 P.2d 915 (Kan. 1990).

21. Thomas Koenig & Michael Rustad, His and Her Tort Reform: Gender Injustice in
Disguise, 70 Wash. L. Rev. 1, 19-24 (1995). Punitive damages, also called "exemplary" or
"vindictive" damages, are imposed to deter and punish wrongful conduct, and to compensate
injured plaintiffs. Viscusi et al., supra note 20, at 1455-56. They have the potential to have
an over-deterrent effect, and are often not needed to compensate a plaintiff who received
compensatory damages. Id. In addition, commentators argue that the imposition of punitive
damages against corporate entities provides neither punishment nor deterrence. See Lisa
Litwiller, From Exxon to Engle: The Futility of Assessing Punitive Damages as Against
Corporate Entities, 57 Rutgers L. Rev. 301, 301-02 (2004). For an overview of punitive
damages and a discussion of the recent constitutional changes to punitive damages awards,
see id at 302-20.

22. See Koenig & Rustad, supra note 21, at 22. During the nineteenth century, punitive
damages were primarily limited to intentional torts. Id. at 18. The Restatement (Second)
states that the purpose of punitive damages is

to punish the person doing the wrongful act and to discourage him and others from
similar conduct in the future. Although the purposes are the same, the effect of a
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feature of American jurisprudence, their imposition against corporations has
caused significant debate over their legitimacy. 23  Despite numerous
empirical studies concluding that punitive damage awards are infrequent, 24

and recent judicial and legislative constraints on their recovery, 25 concerns
about punitive damages dominate contemporary tort reform debates. 26

Controversy surrounding such punitive damage awards in pharmaceutical
litigation is best illustrated by two early, oft-cited cases: Roginsky v.
Richardson-Merrell, Inc.27 and Toole v. Richardson-Merrell Inc.28 In
Roginsky and Toole, plaintiffs sued the manufacturer of MER/29, a
cholesterol lowering drug, for compensatory and punitive damages after
developing cataracts allegedly caused by the drug.29 The plaintiffs alleged
that the manufacturer disregarded animal studies showing the drug's
cataractogenic effects, misrepresented the drug's safety profile to the FDA,
and failed to issue appropriate warnings or to withdraw the drug from the
market based on its known risks.30 In both cases, juries awarded the
plaintiffs compensatory and punitive damages. On appeal, the punitive
damages award was reversed by the U.S. Court of Appeals for the Second
Circuit in Roginsky,31 but upheld by the California Court of Appeals in
Toole.

32

civil judgment for punitive damages is not the same at [sic] that of a fine imposed
after a conviction of a crime, since the successful plaintiff and not the state is
entitled to the money required to be paid by the defendant.

Restatement (Second) of Torts § 908 cmt. a (1979).
23. See Goldberg, Sebok & Zipursky, supra note 14, at 470 (explaining that

"contemporary critics argue that punitive awards threaten the vitality of the economy and
empower undeserving plaintiffs and their lawyers to extract 'windfalls' from corporate
defendants").

24. See, e.g., Theodore Eisenberg et al., Juries, Judges, and Punitive Damages: An
Empirical Study, 87 Cornell L. Rev. 743, 745 (2002). Although it is widely accepted that
punitive damages awards are rare, punitive damages awards totaled approximately $150
million in 1993 and $30 billion in 2002. Litwiller, supra note 21, at 320. Moreover,
commentators claim that their imposition is often unpredictable and arbitrary, potentially
overdeterring desirable activity. See Cass R. Sunstein, Daniel Kahneman & David Schkade,
Assessing Punitive Damages (with Notes on Cognition and Valuation in Law), 107 Yale L.J.
2071, 2084, 2111-14 (1998). In addition, fear of punitive damages awards may lead
manufacturers to settle even weak claims. See Koenig & Rustad, supra note 21, at 46 ("The
potential for future punitive damages awards by thousands of other claimants was
undoubtedly a key motivator for firms to join the global settlement of breast implant
claims.").

25. See Michael L. Rustad, The Closing of Punitive Damages' Iron Cage, 38 Loy. L.A.
L. Rev. 1297, 1300 (2005) (describing substantive and procedural tort reforms that constrain
the punitive damages remedy, such as punitive damages caps, bifurcating the determination
of the amount of punitive damages from the other portions of the trial, raising the burden of
proof, designating a portion of the punitive damages award to the state, and restricting use of
corporate wealth evidence).

26. See Eisenberg et al., supra note 24, at 744.
27. 378 F.2d 832 (2d Cir. 1967).
28. 60 Cal. Rptr. 398 (Ct. App. 1967).
29. Roginsky, 378 F.2d at 832; Toole, 60 Cal. Rptr. at 403-04.
30. Roginsky, 378 F.2d at 832; Toole, 60 Cal. Rptr. at 403-08.
31. Roginsky, 378 F.2d at 835.
32. Toole, 60 Cal. Rptr. at 414-16.
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FDA-defense opponents claim that because the FDA fails to protect the
public, tort law provides a "vital safety net" to ensure that manufacturers
comply both with the "letter of the law" and "the unwritten laws of human
morality and decency."' 177

2. FDA Regulations Establish Only Minimum Safety Standards

Opponents of the FDA defense contend that the FDA regulations only set
a minimum standard of safety, ensuring "only a minimum level of
protection for the public."'178 Critics argue that because FDA safety
regulations establish merely a floor, state law and the tort system are
necessary to ensure that products are designed as safely as possible and are
accompanied by appropriate warnings. 179 For instance, in Edwards v. Basel
Pharmaceuticals, the Supreme Court of Oklahoma found that compliance
with FDA regulations did not satisfy a nicotine patch manufacturer's
common-law duty to warn consumers.180 There, the court held that
compliance with the FDA's warning requirements is not conclusive; state
products liability law must be applied to assess the adequacy of the
warnings. 181

3. The FDA-Compliance Defense to Punitive Damages Is Unnecessary

Opponents contend that an FDA-compliance defense to punitive damages
is not needed. 182 They point out that punitive damage awards against
pharmaceutical manufacturers who complied with FDA requirements are

May Expand Release of Malfunction Data Beyond F.D.A., N.Y. Times, Sept. 17, 2005, at
C3. The FDA claims that there is a great risk of releasing safety information
"'premature[ly], that's inaccurate."' Thomas M. Burton, Change Is Sought in Safety Notices
for Defibrillators, Wall St. J., Sept. 17-18, 2005, at A5 (quoting Timothy Ulatowski,
compliance director for medical devices at the FDA). As a result of the Guidant episode, the
New York Times reports that the FDA is planning to propose new guidelines to make annual
safety data reported by medical device manufacturers more useful to the agency and more
complete and accessible to the public. See Barry Meier, Plan to Require More Data on
Safety Issues, N.Y. Times, Jan. 21, 2006, at C13.

177. See Placitella & Klein, supra note 8, at 234.
178. H.R. Rep. No. 108-32, pt. 1, at 260 (2003). This argument relies on the traditional

rule that regulatory compliance is not a defense to liability-that governmental safety
regulations generally establish a floor below which the product is deemed defective. See
supra Part I.B.2.a.i.

179. See Edwards v. Basel Pharms., 933 P.2d 298, 302 (Okla. 1997) (finding that the
FDA sets minimum safety standards as to drug warnings and design); Rabin, supra note 2, at
2050 (citing Restatement (Third) of Torts: Products Liability § 4(b) (1997)).

180. Edwards, 933 P.2d at 303.
181. Id.
182. See Eisenberg et al., supra note 24, at 745 ("Contrary to popular belief, juries rarely

award such damages, and award them especially rarely in products liability and medical
malpractice cases. Rather, juries tend to award punitive damages in intentional misconduct
cases." (citations omitted)); Michael Rustad, In Defense of Punitive Damages in Products
Liability: Testing Tort Anecdotes with Empirical Data, 78 Iowa L. Rev. 1, 23 (1992)
(discussing that punitive damages are rarely awarded in products liability).
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rare. 183 Even if juries return large punitive damages awards, critics argue,
they are often either reduced by state caps or on appeal.' 84 Moreover,
opponents contend that the FDA defense is unnecessary because drug
manufacturers are already protected by liability-restrictive devices, such as
comment k, the learned intermediary doctrine, and the Federal Vaccine Act.

4. The Lack of Innovation Is Due to Manufacturers' Choice to Profit from
"Me-Too" Drugs

Marcia Angell, an outspoken critic of the pharmaceutical industry,
blames the lack of innovative products on the manufacturers' choice to
profit at a low cost by marketing drugs that are similar to an already proven
blockbuster drug, not on the fear of liability. 185 She claims that these "me-
too" drugs are currently pharmaceutical manufacturers' major business,
contributing to the manufacturers' already high marketing costs. 186 She
states that instead of developing a cure for AIDS or cancer, or vaccines for
Americans, manufacturers "would rather turn out another baldness drug."' 187

In fact, true innovation, she contends, comes from National Institutes of
Health ("NIH") sponsored research. 188

5. Products Liability Law Is Best Reserved to the States

Opponents of an FDA-compliance defense argue that state legislatures,
rather than Congress, are better situated to determine what is necessary to
protect the health and safety of their citizens. 189 Because tort-related safety
regulation has traditionally been within states' autonomy, opponents claim

183. See H.R. Rep. No. 108-32, pt. 1, at 55 n.191; Eisenberg et al., supra note 24, at 745.
184. See H.R. Rep. No. 108-32, pt. 1, at 51.
185. Frontline: The Other Drug War (PBS television broadcast Nov. 26, 2002), available

at http://www.pbs.org/wgbh/pages/frontline/shows/other/interviews/angell.html (Interview
with Marcia Angell) [hereinafter Frontline Interview with Angell]. Dr. Angell argues that
manufacturers should be required to demonstrate to the FDA that the new drugs are
improvements over the drugs already on the market, rather then merely better than a placebo.
Id. For further discussion of this theory, see Angell, supra note 50, at 74-93.

186. Frontline Interview with Angell, supra note 185. Dr. Angell states that
manufacturers spend, on average, fifteen to seventeen percent of their profits on research and
development, and thirty-five percent on marketing and administration. Id.

187. Id.
188. Id. The Wall Street Journal reports that Anthony S. Fauci, the director of the

National Institute of Allergy and Infectious Disease within the NIH, spends $500 to $600
million per year providing NIH grants and contracts to private companies to develop drugs
and vaccines needed to protect Americans against bioterrorism. See Bernard Wysocki, Jr.,
Agency Chief Spurs Bioterror Research-And Controversy, Wall St. J., Dec. 6, 2005, at Al.
Facing criticism, Dr. Fauci defends this government "bank-rolling [of] product
development" by stating that "'[tihe industry wasn't going to make the investment when
they had a choice between developing a new Viagra, a new Lipitor, versus the very risky
procedure of doing advanced development in a product where there wasn't going to be a
guaranteed payback for them."' Id. (quoting Dr. Anthony Fauci). For a further discussion of
Dr. Angell's theory on pharmaceutical manufacturers' innovation, see Angell, supra note 50,
at 52-73.

189. See S. Rep. No. 105-32, at 64, 78-79 (1997).

2454 [Vol. 74



THE HEALTH A CT'S FDA DEFENSE

that absent clear evidence that interstate variations are impeding commerce
among the states, federal legislation should not be enacted. 190  Such
evidence, opponents claim, has not been presented. Instead, opponents
contend that juries rarely award punitive damages in products liability
cases, and that the fear of tort liability does not deter the marketing of
innovative drugs. 191

6. Disproportionate Impact on Seniors and Women

Finally, FDA-defense opponents argue that banning punitive damages in
cases where manufacturers complied with FDA regulations will have a
disproportionate impact on seniors and women.192 Citing the alleged
injuries caused by the Dalkon Shield, oral contraceptives, and
diethylstilbestrol, the opponents claim that women and seniors account for
the largest class injured by medical products. 193 Supporting this position,
Professor Michael Rustad claims that the "Fen-Phen tragedy illustrates the
potential problem of immunizing manufacturers who have complied with
FDA standards but knowingly endanger the consuming public."1 94

III. PUBLIC POLICY WEIGHS IN FAVOR OF THE FDA REGULATORY
COMPLIANCE DEFENSES AS A SHIELD TO PUNITIVE DAMAGES IN

PHARMACEUTICAL LITIGATION

This part contends that although there are strong arguments and valid
concerns on both sides of the FDA regulatory compliance defense
debate, 195 it seems inherently unreasonable as a matter of public policy that
the co-regulation of pharmaceuticals is left to punitive damages in tort law.
Complex scientific and public health risk-benefit determinations are likely
best left to the FDA, rather than lay fact finders.196 Because the FDA-
compliance defense to punitive damages allows injured parties to be fairly
compensated and maintains the punitive damages remedy for fraudulent
conduct, 19 7 the defense satisfies two of the key social goals of tort law,
namely compensation for injury and deterrence of wrongful conduct.
Absent an FDA determination of fraud, it is unclear who we are punishing

190. See Rabin, supra note 2, at 2059 (discussing federalism considerations surrounding
preemption and the complete regulatory compliance defense to products liability claims).

191. S. Rep. No. 105-32, at 74, 88-89; see Grundberg v. Upjohn Co., 813 P.2d 89, 102-03
(Utah 1991) (Stewart, J., dissenting) ("[N]ot a shred of evidence has been presented to this
Court that indicates that liability under the tort system has deterred pharmaceutical
companies from introducing new drugs.").

192. See H.R. Rep. No. 108-32, pt. 1, at 260 (2003).
193. Id. at 260-61.
194. Rustad, supra note 25, at 1356 (discussing the "unanticipated negative impact" of

the FDA defense on women-the majority of the three hundred thousand fen-phen plaintiffs
were women).

195. See supra Part II.A-B (explaining the arguments for and against the FDA regulatory
compliance defense).

196. See supra Part II.A.2-3.
197. See HEALTH Act of 2005, H.R. 5, 109th Cong. §§ 4, 7(c)(4) (2005).
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and what we are attempting to deter by imposing punitive damage awards
against FDA-compliant pharmaceutical manufacturers.

Congress should resolve the long-standing debate by passing the
HEALTH Act, which includes an FDA regulatory compliance defense to
punitive damages provision. 198 Along with the enactment of the FDA
defense, however, FDA regulations should be reevaluated to ensure that the
agency provides the most effective pre- and post-marketing safety
regulation of pharmaceuticals. Finally, this part discusses possible
consequences of the FDA regulatory compliance defense. 199

A. FDA Compliance Should Preclude Punitive Damage Awards

In the majority of jurisdictions, a pharmaceutical manufacturer can spend
years and hundreds of millions of dollars researching and developing a new
drug, fully comply with the FDA's rigorous pre- and post-marketing safety
regulatory requirements, and then, when an inevitable injury occurs, be
subject to tort liability, including punitive damage claims. The availability
of punitive damages in such litigation has caused long-standing
disagreement among legal commentators 200 and the issue is routinely
considered by Congress. 201

1. The Regulation of Pharmaceuticals Is Far Too Important to Entrust to
Lay Fact Finders

Controversy surrounding the effect that tort liability has on the
pharmaceutical industry is extensive. 20 2 Concerned that the availability of
punitive damages has a chilling effect on product development and
availability, 20 3  and increases settlement and litigation costs,2 ° 4

commentators argue that compliant pharmaceutical manufacturers, who are
already extensively regulated by a specialized agency, 20 5 should be shielded
from punitive damage awards. Moreover, these commentators are
concerned about the nonscientific co-regulation of complex, inherently
hazardous products by fact finders who lack expertise.206

On the other hand, critics of the pharmaceutical industry contend that the
lack of innovative therapies is caused by manufacturers' greed for profits

198. See id. § 7(c).
199. See infra Part II.B.
200. See supra Part II.A-B (explaining the arguments for and against the FDA regulatory

compliance defense).
201. See, e.g., HEALTH Act of 2005, H.R. 5, 109th Cong.; HEALTH Act of 2004, H.R.

4280, 108th Cong. (2004); HEALTH Act of 2003, H.R. 5, 108th Cong. (2003).
202. See supra Part II.A-B (explaining the arguments for and against the FDA regulatory

compliance defense).
203. See supra Part II.A. 1 (discussing the effect of liability on drugs and vaccines).
204. See supra Part II.A.4 (describing the argument that liability increases settlement and

litigation costs).
205. See supra Part II.A.3 (explaining the argument that drugs are already rigorously

regulated by the FDA).
206. See supra Part II.A.2 (noting that all drugs pose some level of risk).
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evidenced by "me-too" drugs, 207 and that punitive damage awards are rare
in pharmaceutical litigation where there has been FDA compliance.208

Furthermore, these critics claim that FDA regulations establish merely
minimum safety standards, 20 9 and that punitive damages are necessary
because the FDA fails to adequately protect the public from unacceptable
risks.210

Unfortunately, because of the lack of reliable supporting evidence, this
important controversy remains unsettled.211 What is clear, however, is that
after being mired by tort litigation with punitive damages claims, safe and
beneficial drugs have been voluntarily withdrawn from the market 212 and
only few manufacturers continue to make vital vaccines. 213 In addition,
juries have been known to award punitive damages even absent a clear
causal connection between the defendant's drug and the claimant's alleged
injury.214 Finally, drug manufacturers have settled an unknown number of
weak cases rather than risk devastating punitive damage awards imposed by
lay jurors. 215

If a pharmaceutical manufacturer has fully complied with FDA
regulatory requirements and disclosed all material information that is
causally related to the claimant's alleged injury, there is no valid
justification for a punitive damage award.216 Because claimants are often
adequately compensated in pharmaceutical litigation, using punitive
damages as a regulatory device for deterrence when there has been FDA
compliance is irrational. The regulation of both a drug's design and
warnings is an inherently complex and multifaceted process that requires
experience, scientific expertise, and open access to a manufacturer's data in
order to render a responsible judgment in the interest of all users of drugs.
This ultimate judgment can only be responsibly and consistently made by a
group with the essential expertise. Allowing inexpert fact finders to

207. See supra Part II.B.4 (describing Marcia Angell's claim that the lack of
pharmaceutical innovation is due to drug manufacturers' choice to market drugs that are
similar to existing drugs).

208. See supra Part II.B.3 (noting that punitive damages are rarely awarded in
pharmaceutical litigation).

209. See supra Part II.B.2 (describing the argument that FDA regulations establish only
minimum standards and that tort liability provides the necessary additional protection for
consumers).

210. See supra Part II.B.1 (discussing FDA regulatory compliance defense opponent's
argument that the FDA fails to adequately protect the public).

211. See supra Part II.A-B (explaining the arguments for and against the FDA regulatory
compliance defense).

212. See supra Part II.A. L.a (discussing Bendectin's withdrawal from the market).
213. See supra Part II.A. .c (describing the argument that tort liability has driven vaccine

manufacturers from the market).
214. See supra notes 124-25 and accompanying text (describing jury awards in Bendectin

litigation, despite the lack of association between the drug and the alleged injuries).
215. See supra Part II.A.4 (discussing settlements in the breast implant and fen-phen

litigation).
216. See ALI Study, supra note 45, at 101 (explaining that the case for a regulatory

compliance defense is strongest when there is a claim for punitive damages).
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second-guess the decisions of the extensive regulatory system of the FDA
can and has decreased the availability of essential drugs, leaving potential
users with no adequate therapy.

While commentators disagree about the appropriateness and necessity of
the FDA-compliance defense to punitive damages, they do not dispute the
broader public interest in the development and availability of
pharmaceuticals. Pharmaceuticals are a vital part of modem medical
care. 217 It is the unique importance of pharmaceuticals, combined with
their comprehensive regulation by the FDA that justifies departure from the
traditional doctrine that regulatory compliance is not legally dispositive.218

2. Reevaluating FDA Regulations

While this Note argues that Congress should establish a uniform standard
that bars punitive damages in pharmaceutical litigation where
manufacturers have complied with FDA regulations, it also suggests that
the FDA's pre-and post-marketing safety regulations should be reevaluated
and reworked. Though identifying the necessary and best method to revise
FDA regulations is beyond the scope of this Note,219 it seems that the FDA
itself is aware of the need to strengthen drug safety, as evidenced by the
recent initiatives.220 Furthermore, the FDA needs to be adequately funded
in order to ensure that the agency is able to perform its critical regulatory
activities. 221

B. Consequences of the FDA Regulatory Compliance Defense to Punitive
Damages

As with any new legislation, Congress's enactment of the FDA
regulatory compliance defense to punitive damages would likely have both
intended and unintended consequences.

1. Impact on the Pharmaceutical Industry

The ideal effect of the FDA regulatory compliance defense to punitive
damages would be to encourage manufacturers to develop innovative life-
enhancing and life-sustaining therapies and to maintain the availability of

217. As Harvard Medical School Professor Thomas P. Stossel recently wrote, doctors are
not very useful to patients without drugs developed by drug companies, companies who are
often erroneously vilified by the media as greedy sinners. Thomas P. Stossel, Opinion, Mere
Magazines, Wall. St. J., Dec. 30, 2005, at A16.

218. This departure is especially appropriate now that the FDA itself has explicitly
established that it does not consider FDA approved drug labeling to be a minimum standard.
See supra note 155 and accompanying text.

219. For a discussion of ways to strengthen drug safety regulation, see Angell, supra note
50, at 242-47.

220. See supra notes 60, 69-71 and accompanying text (discussing the FDA's new drug
labeling rule, New Drug Safety Initiative, and MedWatch, an FDA website dedicated to
providing drug safety information).

221. Galson Testimony, supra note 49.
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vital drugs with unavoidable side effects. Research has yet to be conducted
to determine whether such legislation would have this desired effect.222

In addition, critics' concerns that because the FDA approval and post-
marketing reporting process is largely based on self-reporting,
manufacturers will have no incentive to reveal unfavorable data are likely
unfounded.223 Safety incentives will not be removed because the HEALTH
Act of 2005 and most state statutes that provide a regulatory compliance
defense do not bar punitive damages when manufacturers fail to comply
with FDA regulations. 224

2. The Crossover Effect

Pursuant to the HEALTH Act of 2005 as passed by the U.S. House of
Representatives on July 28, 2005, punitive damages awards against
pharmaceutical manufacturers are barred absent fraud.225 Aware of this
shield, plaintiffs' attorneys will likely restructure their arguments in an
effort to characterize damages as economic damages,226 which are not
limited by legislation, thereby dampening the shield's effect. 227 Because
pharmaceutical litigation often involves sympathetic plaintiffs, jurors may
want to punish and "send a message" to the pharmaceutical manufacturer,
even after the FDA has determined that the manufacturer did not withhold
material information that was causally related to the claimant's alleged
injury. This "crossover effect" seems most likely to occur when
questionable business conduct that is not causally related to the plaintiffs
injury is presented to the jury.228

3. Changes in Safety Regulation by the FDA

Perhaps the greatest impact of FDA regulatory compliance defense
legislation will be on the FDA itself. Without the potential regulatory role
of punitive damages in tort litigation, the FDA might become more
conservative during the pre-market drug approval process and more

222. See Green, supra note 120, at 509-10.
223. See supra note 172 and accompanying text (describing critic's concerns about the

self-reporting nature of the FDA regulatory process and tort liability's role in educating the
consumer about drug safety risks).

224. See supra Part I.B.2.a.ii (examining provisions of state statutes and the HEALTH
Act that bar punitive damage when there has been FDA regulatory compliance).

225. See supra Part I.B.2.a.ii-b.
226. See Sharkey, supra note 168, at 493-95 (arguing that caps on noneconomic damages

in medical malpractice cases will have an unintended "crossover effect," thereby dampening
the intended effect of the caps); see also Roginsky v. Richardson-Merrell, Inc., 378 F.2d
832, 841 (2d Cir. 1967) ("Many awards of compensatory damages doubtless contain
something of a punitive element, and more would do so if a separate award for exemplary
damages were eliminated.").

227. See HEALTH Act of 2005, H.R. 5, 109th Cong. § 4 (2005); see also, N.J. Stat. Ann.
§ 2A:58C-5(c) (West 2000).

228. See Rabin, supra note 2, at 2068-69 (quoting Angell, supra note 162, at 60)
(discussing Dow Corning's "dubious business ethics" in the development and marketing of
breast implants).

2006] 2459



FORDHAM LA W REVIEW

aggressive in its labeling requirements. 229 The trick will be for these effects
to strengthen drug safety without stifling innovation or decreasing drug
availability.

CONCLUSION

Despite detailed and comprehensive regulation by the FDA,
pharmaceuticals are co-regulated by lay fact finders who second-guess the
FDA's complex public health decisions. Even if a pharmaceutical
manufacturer fully complied with the FDA's requirements and disclosed
material information related to the plaintiffs alleged injury, jurors are free
to award punitive damages. Although regulatory compliance does not
generally preclude liability, the public's interest in the availability of
pharmaceuticals and the FDA's rigorous regulation, justify departure from
this general rule. Because the FDA regulatory compliance defense to
punitive damages allows injured claimants to be adequately compensated,
and pharmaceuticals are extensively regulated by the FDA, Congress
should pass the HEALTH Act, which contains a provision that precludes
the award of punitive damages absent fraud. Without such a defense to
punitive damages, it is likely the public, in addition to the manufacturer,
that is being punished.

229. See Green, supra note 20, at 190 n.147.
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