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I. INTRODUCTION

This Article examines the interaction between direct regula-
tion of pharmaceuticals under the Federal Food Drug and Cos-
metic Act (FDCA) and the indirect regulation of pharmaceuticals
provided by common law tort incentives. The Article concludes
that tort liability is generally inappropriate in cases where manufac-
turers have complied with the FDCA.

The Article begins with a description of the FDCA’s operation,
and provides an overview of the Food and Drug Administration’s
(FDA) role in the drug approval process and drug labeling. This
overview will demonstrate the need for centralized control over
drug labeling. Moreover, we will provide an explanation of the
costs and benefits of the drug approval process.

Next, we will focus on the regulatory effects of tort law from an
economics perspective. The role of tort law in deterring inefficient
accidents depends on the extent and stringency of government
regulation. We will examine the sufficiency of regulatory deter-
rence under various regulatory schemes, including the FDCA. This
economic analysis will demonstrate that tort law’s applicability
should be limited to those regulatory schemes that inadequately
deter risks. Since the FDCA adequately deters risk, the proper role
for tort law should be to provide incentives for ensuring regulatory
compliance.

We then provide a critical review of the legal rules applied to
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pharmaceutical litigation in American courts. The uncertainty
present in current pharmaceutical litigation stems largely from the
failure to adopt regulatory compliance in a strict liability world.
Examination of labeling litigation suggests that courts have yet to
establish meaningful standards. In addition, design defect litiga-
tion, by protecting only those drugs without side-effects, leads to
untoward consequences. Furthermore, the tort system has a pro-
pensity for error. Our current litigation system generates perverse
incentives, which we document.

Finally, we conclude that because of the strict nature of the
FDCA, the role of tort liability should be limited through federal
legislation.

II. RecurLaTORY OBJECTIVES OF THE FDCA

The regulatory objectives of the FDCA are to ensure that the
manufacturer shares all risk information with the FDA so that the
agency may make informed risk-benefit judgments about the utility
of a pharmaceutical.! These judgments occur throughout the life
of the drug.? The agency determines which drugs reach the mar-
ket and the labeling for those that do.

A. Standardization of Drug Labeling

Drug labeling reduces the risk of drug-induced injury by in-
forming health care professionals of prescription medications’ po-
tential adverse effects.> Because prescription drugs rarely can be

1 The drug approval process is described infra at notes 22-38 and accompanying
text. The results of extensive clinical studies must be submitted to the FDA, which
then balances safety versus efficacy to determine whether the product should be ap-
proved. See Dixie Farley, Benefit vs. Risk: How FDA Approves New Drugs, in FDA, FroMm
Test TuBk TO PATIENT: NEW DRUG DEVELOPMENT IN THE UNITED STATES (1988), re
printed in PLI, BIoTECHNOLOGY: NEW DEVELOPMENTS IN FEDERAL POLICIES AND REGULA-
TIONS 164, 164 (1988).

Likewise, post-approval safety monitoring is described infra at notes 3949 and
accompanying text.

2 The receipt of new safety information can lead the agency, after holding a hear-
ing, to withdraw approval for marketing of a drug. 21 U.S.C. § 355(e) (1) (1988); 21
C.FR. § 5.82 (1993). The Secretary of Health and Human Services has authority to
order the withdrawal of marketing approval without a hearing where there appears to
be an “imminent hazard to public health,” provided, however, that the manufacturer
receives an expedited post-withdrawal hearing. 21 U.S.C. § 355(e) (1988).

3 “Few if any drugs are completely safe in the sense that they may be taken by all
persons in all circumstances without risk.” United States v. Rutherford, 442 U.S. 544,
555 (1979). The FDCA defines a prescription drug as follows:

A drug intended for use by man—
.. . which because of its toxicity or other potentiality for harmful effect,
or the method of its use, or the collateral measures necessary to its use,
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said to present no potential risks, accurate and up-to-date informa-
tion about their risk potential is a critical determinant in the physi-
cian’s choice of a patient’s medication. An effective warnings
policy for risks must communicate with some degree of precision
the risk level presented by the product in general as well as for its
specific class of users.

Under the FDCA and its implementing regulations, the FDA
possesses virtually total control over the content of the package in-
serts that accompany all prescription drugs.* Because the informa-
tion contained in the package inserts plays a critical role in
physicians’ prescribing patterns, the package inserts must portray
the drug’s safety profile with accuracy, balance, and brevity.> Given
these goals, the need for standardization is obvious.

An important function of the FDA is to ensure that risk infor-
mation is appropriately channelled. The FDCA and its implement-
ing regulations allow the FDA to perform this task in a relatively
straightforward manner. In particular, before permitting the sale
of a pharmaceutical product, the manufacturer is required to gen-
erate both safety and efficacy information and must present this
information to the FDA in a new drug application (NDA).®

is not safe for use except under the supervision of a practitioner li-
censed by law to administer such drug [and] . .. shall be dispensed only
[upon prescription].

21 U.S.C. § 353(b) (1) (B) (1988).

4 Former FDA Chief Counsel Richard Cooper observed that, while a review of the
applicable law would lead to the conclusion that manufacturers can act contrary to
the FDA’s will, the “FDA . . . retains, as a practical matter, complete control over
package inserts.” Richard M. Cooper, Drug Labeling and Products Liability: The Role of
the Food and Drug Administration, 41 Foop Druc Cosm. L.J. 233, 236 (1986).

5 In other words, the “statutory scheme for drug labeling is intended to provide
physicians, in straightforward and concise terms, with the information they need to
prescribe a drug under conditions that maximize the drug’s effectiveness and mini-
mize its risks.” 44 Fed. Reg. 37,436 (1979).

6 Under the FDCA, the manufacturer must submit an NDA to the agency and
receive pre-marketing approval in order to market a “new drug,” i.e., any drug that is
“not generally recognized, among experts qualified by scientific training and experi-
ence to evaluate the safety and effectiveness of drugs, as safe and effective for use
under the condition prescribed, recommended, or suggested in the labeling thereof.”
21 U.S.C. § 321(p)(1) (1988). If the manufacturer of a “new drug” wishes to dis-
tribute it lawfully, he can submit an NDA in conformance with 21 U.S.C. § 355(b)
(1988). Approval for marketing can be obtained only if, inter alia, the applicant sub-
mits “adequate and well-controlled studies” demonstrating safety and efficacy. Id.
§ 355(d). Alternatively, the manufacturer can claim that the product is not a “new
drug” because it is “generally recognized” as being “safe and effective” for its intended
uses. Id. § 321(p)(1) & (2). Courts have, however, construed such general recogni-
tion to be based on the same adequate and well-controlled investigations required for
approval of an NDA under 21 U.S.C. § 355(d). Weinberger v. Bentex Pharmaceuti-
cals, Inc., 412 U.S. 645, 653 (1973).
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The NDA process requires the pharmaceutical manufacturer
to submit proposed labeling for the drug.” The FDA and the man-
ufacturer then generate the drug’s initial label based on the manu-
facturer-supplied information concerning the drug’s safety and
efficacy.® If the FDA approves the NDA and licenses the drug for
sale, the manufacturer has a continuing obligation to report safety-
related information to the agency.® Drug product labeling often
changes over time as a result of the FDA receiving information
from the manufacturer or other sources about a drug’s safety in
the marketplace.'®

The FDA has adopted a standardized warning vocabulary and
structure to ensure that safety information is readily accessible to
health care professionals.!'! Each section of drug labeling ad-
dresses a specific set of issues. The first section of labeling provides
a general “description” of the product.'®> The second deals with
the drug’s “clinical pharmacology,” discussing issues about how the
pharmaceutical operates.'> Drug labeling’s third component con-
sists of “indications and usage,” so that the particular situations in
which the medicine has been shown to be effective are summa-
rized.'* The “contraindications” section addresses situations in
which the drug should not be administered because of particular-
ized, severe risks.'”®> The “warnings” section is devoted to serious
risks that arise both generally and in particularized contexts.'®
Risks that arise less frequently are addressed in the “precautions”
section of the label.!” The potential for untoward reactions that

7 21 U.S.C. § 355(b) (1) (F) (1988).

8 Although the manufacturer submits proposed initial labeling with the NDA, the
actual labeling is often the result of negotiations between the FDA and the manufac-
turer. The agency’s power to disapprove the NDA ensures that it retains practical
control over the contents of drug labeling.

9 The post-marketing requirements are set forth in 21 C.F.R. § 314.80 (1993).

10 New technology has decreased the amount of time required to inform the physi-
cian of changed labeling. In particular, the Physicians’ Desk Reference (PDR) has for
decades provided the medical profession with an annual compendium of current
package inserts supplemented with frequent pocket parts. As with legal publishing,
the PDR’s publisher has gone on-line, thereby reducing the time required for new
information to reach the prescribing physician.

11 The FDA has explicitly recognized the need for uniformity in drug labeling. See,
e.g., 50 Fed. Reg. 51,403 (1985) (citing the potential for confusing or misleading con-
sumers, the proposed rule recognized that the “FDA has a well-established policy of
promoting uniformity in the area of labeling”).

12 21 C.F.R. §201.57(a) (1993).

13 Id. § 201.57(b).

14 1d. § 201.57(c).

15 1d. § 201.57(d).

16 Id. § 201.57(e).

17 Id. § 201.57(f).
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may occur on a random basis is addressed in the “adverse reac-
tions” section.'® Subsequent to receiving this comprehensive col-
lection of risk information, the physician is advised about the
appropriate “dosage and administration” of the drug product.!®

The uniform structure of drug labeling has important implica-
tions for the processing of information. This standardized format
significantly assists risk information processing. A physician look-
ing for such information will know where to locate it.2° Likewise,
the regulatory process and institutional memory also ensure that
the language used in drug labeling is consistent and appropriate to
the degree of known risks posed by the drug. The FDA’s central
control over labeling results in a uniformity of language that could
not occur through a more decentralized form of regulation. The
result of FDA superintendence is that drug labeling tends to pro-
duce its intended impact.?!

B.  The Drug Approval Process: Risk-Benefit Analysis

As noted, to obtain FDA approval for marketing a prescription
drug, a pharmaceutical applicant must generate substantial pre-

18 Id. § 201.57(g).

19 Id. § 201.57(j).

20 “By adopting such a standardized format the user of the information can de-
velop expertise in processing the labeling information in a systematic manner.” W.
Kip Viscusi, Toward a Proper Role for Hazard Warnings in Products Liability Cases, 13 ].
Prop. Lias. 139, 157 (1991).

21 In contrast, the confusion engendered by decentralized labeling can be demon-
strated by examining the unintended potential effects of the food cancer warning
required by California’s Proposition 65. See W. Kip Viscusi, Predicting the Effects of Food
Cancer Risk Warnings on Consumers, 43 Foop Druc Cosm. L.J. 283, 283 (1988) (explain-
ing that Proposition 65 was a referendum approved by California’s voters in 1986 that
required, inter alia, warnings on food products containing cancer-causing chemicals).
Specifically, in all consumer products that pose a lifetime risk of cancer in excess of
1/100,000, California law mandates the following warning:

WARNING: This product contains a chemical known to the State of
California to cause cancer.
CaL. Copk Regs. tit. 22, § 12601 (b) (4) (A) (1989). In contrast, the federally-mandated
saccharin warning, which deals with a 1,/2,500 lifetime cancer risk, reads:
Use of this product may be hazardous to your health. This product con-
tains saccharin which has been determined to cause cancer in labora-
tory animals.
21 C.F.R. § 101.11 (1993).

Based on a sample of adult respondents given these warnings, 56% of the individ-
uals who read both labels thought that the saccharin label indicated a product with
less risk than California’s warning label. Viscusi, supra, at 296-97. Obviously, the par-
ticular words chosen to convey a warning will affect the level of risks perceived by the
recipient. Multiple risk information sources create the potential for dissonance and
suggest that centralization and standardization are necessary for an effective warnings

policy.
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marketing safety and efficacy information through human clinical
trials. The approval process often commences with an applicant’s
submission of an investigational new drug application to conduct
such trials. The application contains information about the drug’s
chemistry, pharmacology, and toxicology and includes the results
of animal and laboratory testing.??* If the FDA fails to respond by
either requesting more information or seeking modifications to
the protocols for the proposed clinical trials, the trials may
commence.?

The clinical trial process generally consists of three phases.
Phase I trials involve tests done with small numbers of healthy
adults—twenty to eighty—and are designed to both document a
drug’s safety and provide information about “the metabolism and
pharmacologic actions of the drug in humans, [and] the side ef-
fects associated with increasing doses.”?*

If the Phase I trials are successful, human testing proceeds to
Phase II. Phase II trials usually involve 200 to 300 people who are
afflicted with a specific condition or disease. These trials are “con-
ducted to evaluate the effectiveness of the drug for a particular
indication or indications in patients with the disease or condition
under study” and to determine side effects and problems associ-
ated with the taking of the drug.?®

Successful completion of Phase II testing leads the process to
Phase III clinical trials. These trials are substantially larger than
the Phase I or II trials and often involve 1000 to 3000 patients with
a specific condition or disease.?® As Phase III testing reaches its
conclusion, the applicant generally submits the NDA for the drug
to the FDA.?? The NDA is a compendium of all available data on
the drug’s efficacy for the proposed uses as well as its safety, and
includes, among other things, proposed labeling for the drug.?®

22 21 C.F.R. § 312 (1993).

23 See generally Note, A Question of Competence: The Judicial Role in the Regulation of
Pharmaceuticals, 103 Harv. L. Rev. 773, 776 (1990) (explaining the process involved
with a new drug application); David A. Kessler, The Regulation of Investigational Drugs,
320 New Enc. J. MED. 281 (1989) (explaining how the FDA regulates investigational
drugs).

24 21 C.F.R. § 312.21(a) (1993).

25 Id. § 312.21(b).

26 Id. § 312.21(c).

27 As noted, the FDA must license any “new drug” before it is marketed in the
United States. 21 U.S.C. § 355(a) (1988).

28 See21 C.F.R. § 314.50 (1993) (setting forth specific requirements for a new drug
application). The FDCA requires new drug applications to include:

(A) full reports of investigations which have been made to show
whether or not such drug is safe for use and whether such drug is effec-
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The FDA must ensure that the proposed new drug complies
with the FDCA mandate that safety be established and that “sub-
stantial evidence” of efficacy be demonstrated for the drug’s pro-
posed uses.?® The FDA review process often takes years of
evaluation after the NDA’s submission.** Ultimately, approval by
the FDA reflects a risk-benefit judgment that the product will en-
hance public health.? The entire NDA process is a lengthy one,
typically taking between five and seven years to complete.??

tive in use; (B) a full list of the articles used as components of such
drug; (C) a full statement of the composition of such drug; (D) a full
description of the methods used in, and the facilities and controls used
for, the manufacture, processing, and packing of such drug; (E) such
samples of such drug and of the articles used as components thereof as
the Secretary may require; and (F) specimens of the labeling proposed
to be used for such drug.
21 U.S.C. § 355(b) (1) (1988).

29 See 21 U.S.C. § 355(d) (1988):

“[S]ubstantial evidence” means evidence consisting of adequate and
well-controlled investigations, including clinical investigations, by ex-
perts qualified . . . to evaluate the effectiveness of the drug involved, on
the basis of which it could fairly and responsibly be concluded by such
experts that the drug will have the effect it purports or is represented to
have under the conditions of use prescribed, recommended, or sug-
gested in the labeling or proposed labeling thereof.
Id.

30 Frank E. Young, The Reality Behind the Headlines, in FDA, FrRom TEst TUBE TO
PATIENT: NEW DRUG DEVELOPMENT IN THE UNITED STATES (1988), reprinted in PLI,
BroTecHNoLOGY: NEw DEVELOPMENTS IN FEDERAL PoLicies anp REcuLATIONS 126-29
(1988). Generally, the FDA requests further information from the applicant before
acting on the application. See Kessler, supra note 23, at 283 (“A study of 637 NDAs
received since 1981 found that the FDA returned two thirds to the sponsor with re-
quests for more information.”) (footnote omitted).

A 1987 estimate placed the cost of the NDA process at $231 million. Joseph A.
DiMasi et al., Cost of Innovation in the Pharmaceutical Industry, 10 J. HEaLTH EcoNomics
107, 126 (1991); see also Drug Price Competition and Patent Term Restoration Act of 1984:
Hearings on S. 2748 Before the Comm. on Labor and Human Resources, 98th Cong., 2d Sess.
106 (1984) (statement of Verne Willaman, Member, Executive Committee, Johnson &
Johnson) (“On average, the cost of developing a new medicine in this country is now
in the $70 to 85 million range.”); STEVEN N. WiGGINs, THE CosT OF DEVELOPING A NEwW
Druc 16-19 (1987). The cost of drug development has risen much faster than general
inflation. Henry G. Grabowski, The Impact of Regulation on Innovation, 34 Foop Druc
Cosm. LJ. 555, 555 (1979) (explaining that the cost of developing new drugs is in
excess of $50 million).

NDAs consist of approximately two to fifteen volumes of summary material ac-
companied by ten to one hundred volumes of raw data concerning the safety and
effectiveness of the new drug. Stephen L. Isaacs & Renee Holt, Drug Regulations, Prod-
uct Liability and the Contraceptive Crunch, 8 J. LecaL Mep. 533, 536 (1987).

31 Bruce N. Kuhlik & Richard F. Kingham, The Adverse Effects of Standardless Punitive
Damage Awards on Pharmaceutical Development and Availability, 45 Foop DruG Cosm. L.].
693, 695 (1990); Richard A. Merrill, Compensation for Prescription Drug Injuries, 59 Va. L.
Rev. 1, 10 (1973). )

32 Mary T. Griffin, AIDS Drugs & The Pharmaceutical Industry: A Need for Reform, 17
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Certain critics of the FDA, in fact, have suggested that the ef-
fects of the drug licensing provisions of the FDCA and its imple-
menting regulations combine to deprive patients of useful,
innovative drugs.®® In other words, there are measurable human
costs incurred in developing the detailed drug safety profile re-
quired by this nation’s regulatory scheme: “[T]he central point is,
[that with the regulatory scheme for approving drugs] you are
choosing one set of deaths and suffering and illness and costs
against another. That is the only choice open to us.”® These pub-
lic health costs, however, are in a sense hidden: although adverse
reactions result in identifiable victims, the costs of drug unavailabil-
ity are often in the realm of the abstract.?®

In evaluating an NDA, the FDA also pays close attention to the
proposed labeling in order to ensure the labeling’s reliability.?®

Am. J.L. & MEp. 363, 378 n.87 (1991) (citing Gordon, The Drug Development and Ap-
proval Process, in PHARMACEUTICAL MANUFACTURERS ASSOCIATION, NEW MEDICINES IN
Review 5 (1990)).

33 The review process has meant that new drug therapies are sometimes not intro-
duced in the United States until one to two years after they have been approved in
other western countries. The Comptroller General, Report to the Subcommittee on Sci-
ence, Research, and Technology, FDA Drug Approval—A Lengthy Process That Delays the
Availability of Important New Drugs (1980); see also Jones v. Lederle Lab., 785 F. Supp.
1123, 1127 (E.D.N.Y.) (“Requiring strict proof of safety—both to comply with FDA
regulations and to avoid tort liability—slows the availability of new products. The
result may well be that dangers will be enhanced during the necessarily extended
developmental period.”), aff’d, 982 F.2d 63 (2d Cir. 1992) (per curiam).

84 Competitive Problems in the Drug Industry: Hearings Before the Subcommittee on Monop-
oly of the Select Committee on Small Business, 93d Cong., 1st Sess., pt. 23 at 9859 (1973); see
also SuBcomMM. ON SCIENCE, RESEARCH AND TECH. OF THE COMM. ON SCIENCE AND TECH-
NOLOGY, 96TH CONG., 2D Skss., THE FooD AND DRUG ADMINISTRATION’S PROGESS FOR
AprproVING NEw DRUGS 31 (Comm. Print 1980); Donald Kennedy, A Calm Look at Drug
Lag, 239 JAMA 423 (1978) (“[Clonsumers are poorly served when they are denied
access to safe products.”).

35 The AIDS crisis—in which those who would be injured by any delay in drug
marketing have had the ability to organize—has focused some attention on the costs
of delay and has produced some regulatory changes. In particular, steps have been
taken to shorten the time required for broader availability of drugs for life-threaten-
ing diseases. See 21 C.F.R. §§ 312.34 (making investigational new drugs available for
treatment), 312.80 to .88 (1993) (setting forth rules, regulations and procedures for
expedited approval of new drugs for life-threatening illnesses or diseases).

These reforms suggest that where the outcome of untreated disease is certain
death, the risk-benefit calculus may tolerate additional risks and uncertainty.

36 See generally 44 Fed. Reg. 37,434, 37,441 (1979), which states:

Labeling is not intended to be a dispositive treatise of all possible data
and information about a drug. It is intended instead to advise about
potential hazards and to convey documented statements concerning safety
and effectiveness. The act permits labeling statements with respect to
safety only if they are supported by scientific evidence . . . .
Id. (emphasis added). Accord 21 C.F.R. § 201.56(a) (1993) (stating that labeling must
be based on “scientific information”).
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The implementing regulations permit warnings on the labels only
when there is significant medical evidence of a possible health haz-
ard.*” Moreover, the regulations also preclude warning of a drug’s
unknown or theoretical adverse reactions.?® In other words, the
FDA'’s labeling policy acknowledges and addresses labeling choices
in the face of scientific uncertainty.

C. Post-Marketing Labeling Changes

There are inherent limitations to pre-marketing testing. In
particular, animal studies are imperfect predictors of adverse
human health consequences.®® Likewise, pre-market clinical test-
ing cannot and does not uncover all side effects:

Even the most extensive pre-marketing testing can never cover

all possible circumstances. Testing perhaps 3,000 people over a

period of months or even a few years won’t always identify a rare

reaction unfolding over a long time, or affecting perhaps just
one person in 10,000. Furthermore, drugs are rarely tested in
such potentially vulnerable groups as the elderly, and never
among pregnant women. Consequently, not every reaction can
be foreseen for the entire population . . . .

The clinical trial process itself has inherent limitations and can-
not provide a complete safety profile of a product.#! Thus, under the

37 21 CF.R. § 1.21 (1993).

38 Jd. § 201.57(d). Because reported adverse effects may prove to be coincidental
or erroneous, the FDA must determine whether there is a sufficient basis to warrant a
change in labeling.

39 Thalidomide was tested extensively in animals before its use in humans, but the
drug did not cause birth defects in laboratory animals. Se¢ Max Sherman & Steven
Strauss, Thalidomide: A Twenty-Five Year Perspective, 41 Foop DruG Cosm. L.J. 458, 459-
62 (1986). .

40 Stephen J. Ackerman, Watching for Problems That Testing May Have Missed, in FDA,
FroM TesT TUBE TO PATIENT: NEW DRUG DEVELOPMENT IN THE UNITED STATES (1988),
reprinted in PLI, BIoTECHNOLOGY: NEW DEVELOPMENTS IN FEDERAL PoLICIES AND REGU-
LATIONS 202, 202 (1988).

41 There has been an increasing trend for the FDA to mandate post-approval re-
search, especially with respect to long-term safety issues. See Nancy Mattison & Bar-
bara W. Richard, PostApproval Research Requested by the FDA at the Time of NCE Approval,
1970-1984, 21 Druc InrFo. J. 309, 313 (1987). Because the pre-market NDA process
cannot detect adverse reactions that materialize on a delayed basis, the FDA’s policy
of mandating further “Phase IV” research ensures that the initial risk-benefit judg-
ment made by the agency can be revisited if necessary. This seems to be an appropri-
ate policy inasmuch as further study of an apparently useful drug will generate new
risk information that can address any uncertainties that were noted at the time of the
drug’s initial approval.

The FDCA and its implementing regulations do not provide for Phase IV studies.
Nonetheless, the regulated community has consented to the FDA’s practices and, in
turn, the agency has communicated its policies to the regulated community. See
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FDCA and its implementing regulations, there is an inevitable degree
of uncertainty about the newly-licensed drug’s safety profile. In fact,
one-half or more of a newly-marketed drug’s adverse reactions are not
discovered until after the product has been marketed.*?

Post-marketing experience generates important information
about a drug’s safety profile. The FDCA and its implementing regula-
tions ensure that a manufacturer shares risk information with the
FDA.** Post-marketing surveillance consists of two primary compo-
nents—reports of individual adverse experiences and epidemiologic
studies.** Serious reactions must be reported within fifteen working
days of receipt of the information.** A comprehensive, postmarket-
ing system of reporting and record-keeping requirements ensures that
the manufacturer reports adverse drug experiences discovered in
clinical, epidemiological, or surveillance studies, through review of
the medical literature, or otherwise.*® Post-marketing developments
might require a change in a drug’s labeling or, in rare instances, can
lead to restrictions on a product’s sale, or even its withdrawal.*’

Thus, the FDCA and its implementing regulations ensure that
there is no disparity of information between the FDA and the manu-
facturer. While the manufacturer is allowed some latitude in making
interim labeling changes, the FDA ultimately must approve all post-
marketing changes in labeling.*® The FDCA regulatory scheme in the

Marion J. Finkel, Phase IV Testing: FDA Viewpoint and Expectations, 33 Foop Druc
Cosm. LJ. 181 (1978).

42 See U.S. GENERAL ACCOUNTING OFFICE, FDA DruUG REVIEW: POSTAPPROVAL Risks
1976-85 at 3 (1990) (stating that 51.5% of all drugs approved between 1976 and 1985
had serious risks that were discovered post-approval).

43 21 C.F.R. § 314.80 (1993).

44 Gerald A. Faich, Adverse Drug Experience and Product Liability, 41 Foop Druc
Cosm. L.J. 444, 445 (1986).

45 21 C.F.R. § 314.80(c)(1) (1993). The report of an adverse event does not re-
flect a conclusion that the injury was iatrogenic. Id. § 314.80(). In fact, determining
the causation of an adverse event can be difficult and expensive. See, e.g., Claudio A.
Naranjo et al., Idiosyncratic Adverse Drug Reactions: Challenges to Clinical Pharmacologists,
in IDIOSYNCRATIC ADVERSE DRUG REAacTIONs: IMPACT ON DRUG DEVELOPMENT AND
CuinicaL Use AFTER MARKETING 1-7 (Claudio A. Naranjo & Judith K. Jones eds., 1990).

46 21 C.F.R. §§ 310.303(a), 314.80(c) (1993). Post-marketing reporting obliga-
tions include the disclosure of data regarding adverse reactions outside the United
States. Ellen J. Flannery, Reporting Foreign ADRs and ADRs in Phase IV Studies, and the
Significance of Causality Assessment, 46 Foop Druc CosM. L.J. 43, 50-51 (1991).

47 Failure to submit post-marketing reports is itself grounds for withdrawal of the
NDA approval. See 21 C.F.R. §§ 314.81(d), 314.80(k) (1993).

48 The manufacturer can, in narrow circumstances, make a change prior to FDA
approval pursuant to 21 C.F.R. § 314.70(c)(2) (1993). At the same time such a
change is made, the manufacturer must seek FDA approval of the unilateral action.
Id. § 314.70(c). If, however, the FDA disagrees with the manufacturer’s unilateral
change in labeling, the agency can institute regulatory action. Accordingly, under the



1448 SETON HALL LAW REVIEW [Vol. 24:1437

end confers upon the FDA final regulatory authority for a pharmaceu-
tical product’s labeling. Due to the FDA’s experience and expertise,
initial labeling and post-marketing drug labeling determinations are
ultimately made by the FDA, an agency with a high degree of institu-
tional competence.*®

III. How CoMMON Law TORT ACTIONS
REGULATE PHARMACEUTICALS

The common law regulates behavior through the imposition
of damage awards against tortfeasors. Liability rules alter behavior
by requiring the tortfeasor to pay for the injury caused. An ideal-
ized tort system can maximize social welfare, but only if certain
conditions can be met.

A.  The Regulatory Effects of the Common Law
1. The Unregulated World

Law and economics posits that the tort system should maxi-
mize social welfare by creating incentives that deter some, but not
all, accidents.®® An idealized tort system achieves this objective by
requiring the tortfeasor to pay damages that fully compensate vic-
tims of accidents caused by risks that are cost-effective to elimi-
nate.®® For accidents with health effects, the award should be

regulations, any “freedom of action” possessed by a manufacturer exists only until the
agency has determined whether the change is appropriate. If the FDA determines
that the labeling change was or would be inappropriate, the manufacturer cannot
make the change. The practical effect of the regulatory structure and the manufac-
turer’s need to maintain its relationship with the FDA is total FDA control over the
contents of the package insert. See Cooper, supra note 4, at 235.

49 See, e.g., Pennington P. Landen, Federal Preemption and the Drug Industry: Can
Courts Co-Regulate?, 43 Foop Druc Cosm. L J. 85, 98 (1988) (maintaining that the FDA
is recognized as the pre-eminent drug regulatory authority in the world); Henry E.
Simmons, The Drug Regulatory System of the United States Food & Drug Administration: A
Defense of Current Requirements for Safety and Efficacy, 4 INT'L J. HEALTH SERvs. 95, 97
(1974) (discussing the notion that the FDA is recognized as the most effective na-
tional drug regulatory agency in the world).

50 Some element of risk is inevitable in life because it simply is not feasible to
eliminate all sources of accidental death and injury. Danger is often impossible to
disentangle from beneficial activities. For example, driving faster produces some ben-
efits, but at the same time, faster speed may result in safety costs. Because safety in-
volves both direct costs and costs in terms of avoided useful activities, economists
perceive the function of accidents law as “reduc[ing] the sum cost of the costs of acci-
dents and the costs of avoiding accidents.” Guipo Carasresi, THE Costs OF Accr-
DENTS 26 (1970).

51 In such a system, the tortfeasor must pay damages that compensate the victim
for not only the economic losses incurred, but also for intangible losses such as pain
and suffering and all other non-economic losses. Such damages must be included
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equivalent to the amount a firm would have to pay all persons ex-
posed to the risk in order to induce such persons to accept the risk
voluntarily. Where compensation is given only for accidents that
are efficient to avoid, financial incentives will force firms to invest
in safety to the extent necessary to eliminate all awards of damages
and all inefficient risk.>® Thus, in this idealized tort system, the
maximum number of accidents will be avoided given the level of
safety investments deemed efficient.®®* The payment of compensa-
tory damages through tort law will have deterred all socially irre-
sponsible risks.

In order for tort law to achieve this goal, however, it must have
perfect information about both the costs of accidents and the costs
of avoiding them. In other words, the tort system must be able to
distinguish between accidents that should be avoided and, there-
fore, compensable, and accidents that should not be deterred be-
cause the social cost of reducing the accident is greater than the
cost of the accident itself.>* In situations where the tort system can-
not reliably determine where compensation should be awarded in
order to maximize social welfare, tort law can easily create perverse
incentives, thereby harming social welfare by reducing overall
efficiency.®®

within the compensation rule if tort law is to provide appropriate deterrence. Effi-
cient damages awards will make the victim whole in the cases of monetary losses. For
non-monetary losses, the award will not make the victim whole, but will be based on
the compensation amount that will induce efficient risk avoiding behavior. W. Kip
Viscusi, REFORMING PropucTs LiaBiLity 89-94 (1991).

To the extent that the tort system adopts compensation rather than the deter-
rence of inefficient risks, as a goal, tort law acts as an insurer. Few people, however,
would voluntarily choose to purchase first-party insurance that protects their non-
economic interests from risks society finds inefficient to deter. This suggests that to
the extent a tort regime is compensatory-only, tort law forces consumers to buy an
insurance policy many do not really want. Richard B. Stewart, Crisis in Tort Law? The
Institutional Perspective, 54 U. CH1. L. Rev. 184, 188 (1987). In other words, the tort
system cannot simultaneously provide both appropriate insurance and appropriate
economic incentives unless the law provides two damages rules: one for negligence
purposes, and another for insurance purposes. See generally id. at 188-90.

52 The result is what economists call “Pareto optimality,” and represents a world of
allocative efficiency. In such a world, scarce resources have been allocated such that
no one can be made “better off” without making someone else “worse off.”

53 See RicHARD A. PosNER, Economic ANALysis oF Law 143 (2d ed. 1977) (“As it
happens, the right amount of deterrence is produced by compelling negligent injur-
ers to make good the victim’s losses. Were they forced to pay more . . . some econom-
ical accidents might also be deterred; were they permitted to pay less than
compensation, some uneconomical accidents would not be deterred.”).

54 Judge Posner believes that the negligence standard is intended to be the switch
for these binary decisions. See id. (“Its economic function is different; it is to deter
uneconomical accidents.”).

55 In the context of pharmaceuticals, economic analysis seeks to achieve rational
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2. The Regulated World

In the case of a regulated industry, tort law does not operate in
a vacuum. In particular, the regulatory structure will alter the ac-
tions of the regulated community by imposing criminal or other
sanctions on socially harmful behavior. Such direct regulation can
sometimes achieve the social goal of deterring inefficient accidents
more economically and accurately than the indirect incentives pro-
vided through tort law.*® Moreover, if regulation already deters
the inefficient accident, tort liability will not promote safety in a
desirable manner.®’

A body of economics literature has developed that compares
various regulatory schemes in order to determine whether or not
the schemes overdeter or underdeter accidents in the areas they
regulate. The economic analysis generally involves two steps: 1) a
yardstick representing a life valuation figure for the purpose of de-
termining which accidents should be deterred and which would be
tolerated; and 2) a determination of the cost of regulation versus
its beneficial health and safety effects.

a. The Value of Life

Economics can provide useful insights about how individuals
value incremental risks to life—the type of risk typically found in
pharmaceuticals. The standard economic approach to this issue is
to consider the implicit value of a statistical life from the stand-

prescribing such that social welfare, i.e., public health, shows the maximum improve-
ment given the existing drug armamentarium and level of medical understanding.
Classical microeconomics posits that allocative efficiency is achieved through perfect
and costless information. As applied to drug labeling, this suggests that labeling
should reflect current understanding and be in a form that conveys information rap-
idly and efficiently.

56 See CALABRESI, supra note 50, at 102-03 (arguing that regulation can be more
efficient than tort liability with regard to achieving societal goals); see also Steven
Shavell, Liability for Harm Versus Regulation of Safety, 13 J. LEGAL STUDIES 357 (1984)
(same, with thoughtful discussion of comparative utility of tort law and regulation in
varying contexts).

57 Indeed, the efficient accident will still generally occur because the payment of
damages is less costly than liability, and tort law will merely act as a very expensive
insurance system. See Gregory C. Jackson, Pharmaceutical Product Liability May Be Haz-
ardous to Your Health: A No-Fault Alternative to Concurrent Regulation, 42 Am. U.L. Rev.
199, 233 (1992) (“[E]xposing pharmaceutical manufacturers to strict liability fails to
take into account the FDA’s assessment of social utility. Strict liability thus creates
excessive administrativ