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I. INTRODUCTION

Preserving prescription drug innovation is an important policy
concern. Innovative drugs can both save lives and contribute to
better, healthier lives. At the same time, however, innovation may
not always be beneficial and some drugs may pose adverse effects
that outweigh their advantages. As a result, it is important to pro-
vide safeguards to ensure that drugs are reasonably safe. Addition-
ally, the risks stemming from drugs must be found acceptable by
patients.

t This Article was delivered at the Symposium on The U.S. Pharmaceutical
Industry in the 1990s: Facing Health Care Reform, Regulation, and Judicial Controls,
on November 16, 1993, at the Seton Hall University School of Law.
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Presently, tort litigation and regulation by the Food and Drug
Administration (FDA) provide these checks. Concerns have been
raised, however, that the tort process, because of its uncertain stan-
dards, produces the unintended consequence of discouraging
worthwhile innovation. Prescription drug manufacturers maintain
that liability risks may cut into their innovative efforts.

Some have suggested that the regulatory compliance defense
is a means of reconciling the tension existing among the goals of
innovation, regulation, and product liability. This Article examines
the regulatory compliance defense and the advantages and objec-
tions that have been identified with respect to the defense. In ad-
dition, the Article raises a new concern: the impact that a
regulatory compliance defense would have on patient choice.
Compliance with labeling that meets regulatory standards, even if
the labeling information is reasonable to appraise experts about
recognized risks, may not be sufficient to provide the .information
that reasonable patients and their physicians should know about
drug risks.

The provision of adequate information about drug risks is es-
pecially important and difficult for innovative drugs. Some risks
from drugs can be discovered only after the drugs are widely mar-
keted. These risks, discovered during use, may emerge over time
and may be the subject of debate and evaluation by experts while
patients continue to use the drug.

This Article explores the question of what information should
be available to both patients and their physicians with regard to
risks'stemming from innovative drugs, and the format for provid-
ing the information. Specifically, present drug labeling could be
supplemented with a digest of current literature on scientific stud-
ies that indicate adverse risks, even if experts may differ on how
clearly the risk has been demonstrated. The supplementary digest
would give physicians, on a regularized basis, access to scientific
drug studies about emerging risks associated with pharmaceutical
drugs.

In addition to a digest-based informational format, the present
system of circulating information can be improved by changing the
practice of providing information about drug risks only to physi-
cians, who are then responsible for passing the information on to
patients. Instead, drug labeling information should be provided
directly to the patient as well as to the physician. This patient label-
ing information should indicate the principal risks presented, and
can provide access to information about new studies in a supple-
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mental digest. This system of information sharing would be partic-
ularly appropriate and is especially needed for innovative drugs.
The initial sale of drugs has been described as Phase IV drug test-
ing, and disclosures to ensure patient consent are especially impor-
tant in this testing phase.

The supplementary digest and its availability to patients would
promote patient choice. In addition, the disclosures should be rel-
evant for determining whether the drug bears adequate warnings
to meet liability standards.

II. ReEGULATORY COMPLIANCE AND ITS MERITS

In evaluating a regulatory compliance defense, it is important
to recognize the defense’s merits. Generally, the defense’s virtues
include the potential for encouraging innovation, the provision of
clearer standards of conduct for the drug industry, and finally, the
avoidance of “information overload.”

First, with respect to innovation, medical experts have ex-
pressed concern that uncertain liability standards, coupled with liti-
gation costs, may discourage useful drug innovation.! In
particular, the National Academy of Sciences has found that tort
liability may have discouraged the development of new contracep-
tives and reduced the number of vaccine providers.? Other studies
have also explained the negative effects of litigation on drug inno-
vation.? Moreover, some have questioned jurors’ competence to

1 See Louis Lasagna, The Chilling Effect of Product Liability on New Drug Development,
in THE L1ABILITY MAZE 334, 33647 (Peter W. Huber & Robert E. Litan eds., 1991); see
also George L. Priest, The Current Crisis in Modern Tort Law, 96 YAaLE L.J. 1521 (1987).

Uncertain liability standards may have had some effect on court decisions which
have refused to expand tort liability for pharmaceutical drug companies due to the
courts’ fear of the potential impact that liability would produce on drug innovation
and availability. See Brown v. Superior Court, 751 P.2d 470 (Cal. 1988); Shackil v.
Lederle Lab., 116 N.J. 155, 561 A.2d 511 (1989); see also Teresa M. Schwartz, Product
Liability Reform by the Judiciary, 27 Gonz. L. Rev. 303 (1991-92).

2 ComM. oN CONTRACEPTIVE DEv., DEVELOPING NEW CONTRACEPTIVES: OBSTACLES
AND OppORTUNITIES 4 (Luigi Mastroianni, Jr., et al. eds., 1990); INsTITUTE OF
MEDICINE, VACCINE SUPPLY AND INNOVATION 85, 119 (1985).

3 See W. Kip Viscusi, REFORMING ProbpucTs LiaBiLiTy 128, 149-54 (1991) [hereinaf-
ter REFORMING LiaBiLITY]; W. Kip Viscusi, Toward a Diminished Role of Torts Liability:
Social Insurance, Government Regulation, and Contemporary Risk to Health and Safety, 6
YALE J. oN REG. 65 (1989) [hereinafter Diminished Torts Liability]; W. Kip Viscusi et al.,
A Statistical Profile of Pharmaceutical Industry Liability, 1976-1989, 24 SeToN HaLL L. Rev.
1418 (1994). Cf. Judith Swazey, Prescription Drug Safety and Product Liability, in THE
LiapiLity Maze 291, 327-28 (Peter W. Huber & Robert E. Litan eds., 1991) (reporting
that there is only “sketchy and insubstantial information” available about product lia-
bility law’s effect on drug safety and concluding that liability has “only a marginal
effect on the development of safer drugs”).



1484 SETON HALL LAW REVIEW [Vol. 24:1481

make risk-benefit determinations for drugs.*

The Reporters’ Study for the American Law Institute (Report-
ers’ Study) determined that subjecting products to both regulation
and tort litigation imposes “special burdens on new products and
processes and threatens innovation.” The Reporters’ Study recom-
mended that regulatory compliance should serve as a presumptive
or conclusive defense that would limit tort liability or punitive dam-
ages in some circumstances.® The FDA seems to meet the criteria
identified in the Reporters’ Study for agency programs for which a
regulatory compliance defense would be appropriate: the FDAis a
specialized agency concerned with assessing risks; the agency has
“addressed the specific risk[s] at issue in the case[s] at hand”; and
the FDA has made “explicit judgment[s] about what type of legal

4 See Note, A Question of Competence: The Judicial Role in the Regulation of
Pharmaceuticals, 103 Harv. L. Rev. 773 (1990); see also Richard B. Stewart, Crisis in Tort
Law? The Institutional Perspective, 54 U. Cri. L. Rev. 184 (1987) (providing overview of
institutional perspective).

5 See 11 Reporters’ Study (American Law Institute), Enterprise Responsibility for Per-
sonal Injury 83-110 (1991) [hereinafter II Reporters’ Study]. The Reporters’ Study was
a report to the American Law Institute (ALI), and was the subject of debate at an ALI
meeting. See 68 A.L.I. Proc. 1-56, 404-11 (1991). The draft, “Restatement (Thlrd) of
Torts: Products Liability,” is now in its preliminary stages.

In the case of pharmaceutical drugs, others have also supported some form of a
regulatory compliance defense. See REFORMING LiaBILITY, supra note 3, at 128, 149;
Diminished Torts Liability, supra note 3, at 65; Charles J. Walsh & Marc S. Klein, The
Conflicting Objectives of Federal and State Tort Law Drug Regulation, 41 Foop DruG Cosm.
L.J. 171 (1986); Note, supra note 4, at 785-93; sez also Alan Schwartz, The Case Against
Strict Liability, 60 ForpHaM L. REviEw 819 (1992).

There have also been other views on the regulatory compliance defense, and
support for expanding liability in other directions. See Stephen P. Croley & Jon D.
Hanson, Rescuing the Revolution: The Revived Case for Enterprise Liability, 91 MicH. L.
Rev. 683 (1993); Stephen P. Croley & Jon D. Hanson, What Liability Crisis? An Alterna-
tive Explanation for Recent Events in Products Liability, 8 YALE ]. oN ReG. 1 (1991); Greg-
ory C. Jackson, Pharmaceutical Product Liability May be Hazardous to Your Health: A No-
Fault Alternative to Concurrent Regulation, 42 Am. U. L. Rev. 199 (1992); Neil K.
Komisar, Injuries and Institutions: Tort Reform, Tort Theory, and Beyond, 65 N.Y.U. L. Rev.
23, 76 (1990); Howard A. Latin, Problem-Solving Behavior and Theories of Tort Liability, 713
CaL. L. Rev. 677 (1985); Robert A. Prentice & Mark E. Roszkowski, “Tort Reform” and
the Liability “Revolution”: Defending Strict Liability in Tort for Defective Products, 27 Gonz.
L. Rev. 251 (1991-92); see also Schwartz, supra note 1, at 308-10 (lack of data to show
effects and extent of liability impact).

For an earlier discussion of strict liability for prescription drugs, see Richard A.
Merrill, Compensation for Prescription Drug Injuries, 59 Va. L. Rev. 1 (1973).

For a general criticism of direct regulation’s ability to promote safety, see Richard
J. Pierce, Jr., Encouraging Safety: The Limits of Tort Law and Government Regulation, 33
Vanp. L. Rev. 1281, 1308-19 (1980) (“It is hard to conjure up a system of accident cost
control more irrational and less reflective of social values than the present tort system.
Congress, however, has proven itself equal to the task through the values and alloca-
tive effects implied in OSHA’s organic act.”).
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controls are appropriate” for prescription drug manufacturers.®
This conclusion is buttressed by the fact that companies must “pub-
licly disclose” to the agency material information concerning risks
involved with regulated products.”

The regulatory compliance defense also gathers force from
the apparent unfairness of holding drug manufacturers liable for
failures to provide warnings, even though the FDA did not require
warnings, and despite the fact that the agency may even have dis-
couraged the company from providing a warning. Some reported
cases reflect FDA efforts to discourage warnings.® These examples
of a company being caught in the middle appear inconsistent with
a tort system generally based on fault.®

Moreover, courts may be under a misapprehension about the
extent of the FDA’s permissiveness in allowing manufacturers to
add warning information to the labeling. Courts continue to view
the FDA labeling as minimal,'® and view FDA regulations as permit-
ting manufacturers to strengthen warnings without prior FDA ap-
proval.’’ While the relevant FDA regulation is not without
ambiguity, in practice the agency has not viewed the drug label as a
minimal statement of the risks.'?

6 See II Reporters’ Study, supra note 5, at 95-97, 110.

7 Id. at 97.

8 See Feldman v. Lederle Lab., 97 N.J. 429, 479 A.2d 374 (1984) (Feldman I);
Wooderson v. Ortho Pharmaceutical Corp., 681 P.2d 1038 (Kan.), cert. denied, 469
U.S. 965-66 (1984); Brochu v. Ortho Pharmaceutical Corp., 642 F.2d 652 (1st Cir.
1981); Salmon v. Parke, Davis & Co., 520 F.2d 1359 (4th Cir. 1975); McEwen v. Ortho
Pharmaceutical Corp., 528 P.2d. 522 (Or. 1974).

9 See Thomas Scarlett, The Relationship Among Adverse Reaction Reporting, Drug Label-
ing, Product Liability and Federal Preemption, 46 Foop Druc Cosm. L.J. 31 (1991) (not-
ing that these cases are not very common, and that companies do not usually face
much resistance from the FDA).

10 See Feldman v. Lederle Lab., 125 N.J. 117, 592 A.2d 1176 (1991), cert. denied, 112
S. Ct. 3027 (1992) (Feldman II); Wooderson v. Ortho Pharmaceutical Corp., 681 P.2d
1038 (Kan.), cert. denied, 469 U.S. 965-66 (1984). In New Jersey, compliance with FDA
regulations is presumptive of non-liability. N.]. STAT. ANN. § 2A:58-C4 (West 1987).

11 See supra note 8 for a list of cases. In Feldman II, the New Jersey Supreme Court
reaffirmed the position adopted in Feldman I, that the FDA labeling establishes mini-
mal requirements and that 21 CFR. § 201.57(e) (1990) allows manufacturers to
strengthen risk warnings in labeling before FDA approval of the labeling change.
Feldman II, 125 N J. at 146-53, 592 A.2d at 1193-95. See 21 C.F.R. § 201.57(e) (1993)
{providing current codification of the 1990 regulation construed by the Feldman II
court); see also id. § 314.70(c)(2) (i) (requiring approved-drug applicants to submit
supplemental information when the applicant, inter alia, strengthens or adds to label-
ing warnings). Later, in Feldman III, the court pointed out that drug manufacturers’
liability would turn on the jury’s determination of whether a reasonable manufacturer
would have provided warnings in addition to those required by the FDA. Feldman v.
Lederle Lab., 132 N.J. 339, 34748, 625 A.2d 1066, 1070 (1993) (Feldman III).

12 See Richard M. Cooper, Drug Labeling, and Products Liability: The Role of the Food



1486 SETON HALL LAW REVIEW [Vol. 24:1481

Instead, the agency has sought to control the information that
drug manufacturers must provide with their products. The agency
has been urged, however, to clarify its position on the extent to

and Drug Administration, 41 Foop Druc Cosm. L J. 233, 235-38 (1986); Scarlett, supra
note 9, at 32, 40 (stating that the FDA views labeling “as the principal means by which
the agency communicates the conditions of use . . . found by it to be safe and effec-
tive,” and regards the labeling “as fully adequate for the purpose of informing physi-
cians of all necessary information,” although the agency would concede “labeling
might lag behind developments.”).

A number of cases illustrate the difficulties in applying the FDA regulation. In
Feldman I, the manufacturer sought approval from the FDA to warn of a risk of tooth
discoloration stemming from use of the manufacturer’s form of tetracycline, but the
FDA, through its medical officer, advised by phone and letter against the warning
because the matter was under study and because of the absence of clinical evidence.
97 NJ. at 439, 479 A.2d at 379. When the warning was later added to tetracycline
drugs generally, the FDA discouraged the company from adding the warning for the
particular drug, and approved the inclusion of the warning some months later, only

- after reports were received of discoloration. Id. at 43940, 479 A.2d at 379.

In Wooderson v. Ortho Pharmaceutical Corp., the manufacturer pointed out that the
FDA had earlier declined to permit label changes in spite of another manufacturer’s
letter proposing changes that touched on the possibility of contraceptivelinked kid-
ney problems. 681 P.2d 1038, 1057 (Kan.), cert. denied, 469 U.S. 965-66 (1984). Ac-
cordingly, Ortho argued that the FDA had determined that warnings are not needed
for contraceptive-linked kidney disease health risks. Id. Assuch, Ortho argued that it
should not be held liable for its failure to warn of potential kidney problems stem-
ming from the use of Ortho’s oral contraceptive. Jd. The Kansas Supreme Court,
however, explained that the FDA cannot be held to have made a dispositive ruling in
responding to requests for labeling changes. Id.

In Brochu v. Ortho Pharmaceutical Corp., the labeling failed to refer to a recent
study in the British Medical Journal not available to an FDA drafting group that indi-
cated a possibly greater risk from the drug at issue. 642 F.2d 652, 658-59 (1st Cir.
1981). In rejecting the argument that the study had methodological problems, the
court noted that other studies referred to in the labeling appeared to have less than
medical certainty and the manufacturer had been “choosy in the wrong direction” in
applying the standard. Id. at 659 n.14.

In McEwen v. Ortho Pharmaceutical Corp., the labeling failed to disclose a report in
the British Medical Journal on clotting disease from oral contraceptives. 528 P.2d 522,
531 (Or. 1974). In addition, the label failed to disclose another report focusing on
animal study results. Id.

In Wells v. Ortho Pharmaceutical Corp., the trial court, sitting without a jury, found
warnings inadequate because of the manufacturer’s failure to refer to the possibility
of the product’s association with birth defects, as had been indicated in published
articles and an NIH study. 615 F. Supp. 262, 271-72 (N.D. Ga. 1985), affd, 788 F.2d
741 (11th Cir.), cert. denied, 479 U.S. 950 (1986). The district court reached this deci-
sion notwithstanding the FDA advisory committee decisions that the product’s associ-
ation with health risks was not so established as to warrant a warning. Id. at 279-81.
Moreover, the court rejected the argument that warnings would discourage use of a
beneficial product because the appropriateness of a product “should be determined
by users . . . and their physicians with access to all relevant information, not by manu-
facturers.” Id. at 295. The Eleventh Circuit affirmed, noting a difference between
evidence that is legally sufficient and evidence that is conclusive for the purpose of
resolving issues to a medical certainty. Wells v. Ortho Pharmaceutical Corp., 788 F.2d
741, 745 (11th Cir.), cert. denied, 479 U.S. 950 (1986).
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which it seeks to exercise total control over the content of the drug
labeling.'® For example, FDA regulations allow a manufacturer to
make a change in the labeling at the same time the manufacturer
requests FDA approval,'* but the FDA expects this procedure to be
used only in unusual cases, and even then approval of the change
by the FDA is still required. Understandably, drug manufacturers
are influenced by the agency’s views.

Finally, the regulatory compliance defense can be viewed as
beneficial in its prevention of information overload. The FDA
seeks to provide labeling that adequately provides physicians with
information needed for safe and effective care.'® This does not
mean that drug companies must provide information about all
drug-associated risks. Rather, the FDA regulations call for labeling
changes to include a warning as soon as there is “reasonable evi-
dence of an association of a serious hazard with a drug,” although a
“causal relationship” need not be proved.!®

Under FDA rules, labeling is to provide advice on “known
hazards and not theoretical possibilities.”’” While the FDA stan-
dard for determining when labeling changes are needed is not al-
ways clear,'® the FDA does not believe that more labeling is

13 See Cooper, supra note 12, at 238-39. The FDA might reconsider regulations to
preclude labeling changes without FDA approval, and allow unilateral action by com-
panies to warn of risks only in circumstances identified by the FDA. Id. For instance,
in such emergencies, warnings could be provided by better means of communication,
such as press releases. Id.

14 2] CF.R. § 201.57(e) (1993) (“The labeling shall be revised to include a warn-
ing as soon as there is reasonable evidence of an association of a serious hazard with a
drug.”); Id. § 314.70(c)(2) (i) (requiring manufacturer to supplement information
about an approved drug whenever the manufacturer strengthens, or adds to label
warnings).

15 21 CF.R. § 201.56 (1993). See Wells, 615 F. Supp. at 295 (appropriateness of
drug use “should be determined by the users . . . and their physicians with access to all
relevant information, not by manufacturers”).

16 Jd. § 201.57(c). See Feldman II, 125 N.J. at 158, 592 A.2d at 1197 (Garibaldi, J.,
dissenting) (favoring a regulatory compliance defense and characterizing the FDA’s
role as including a process wherein optimal assessments are made with regard to new
drugs and drug safety).

17 Id. § 201.57(d). In Feldman v. Lederle Laboratories, for example, the FDA sought
clinical evidence of adverse effects of a specific drug before allowing a warning, even
though adverse effects had been found in similar drugs. Feldman I, 97 N J. at 439, 479
A.2d at 379.

18 See Jeffrey N. Gibbs & Bruce F. Mackler, Food and Drug Administration Regulation
and Products Liability: Strong Sword, Weak Shield, TorT & Ins. L.J. 194, 232 (1987)
(“FDA regulations, for the most part, do not specify the circumstances which compel
a2 manufacturer to modify its labeling to reflect {post-approval] increased knowl-
edge.”) (footnote omitted); see also Ellen J. Flannery, Reporting Foreign ADRs and ADRs
in Phase IV Studies, and the Significance of Causality Assessment, 46 Foop Druc Cosm. L.J.
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necessarily better.'®

The agency seeks to prevent overload of the label with so
much information that it distracts attention from what is impor-
tant. Moreover, the FDA seeks to permit comparisons among
drugs by physicians. Information about remote and poorly sub-
stantiated risks may result in a drug appearing more dangerous
than another drug, even though the drug is not as hazardous as
made to appear. Thus, to prevent overload and permit compari-
sons, FDA labeling tends to set “precise” controls with minimal
freedom for the manufacturers to make additions.?® This FDA pol-
icy would seem to support making compliance presumptive, possi-
bly dispositive, and arguably even preemptive.?® The courts,
though, continue to reject regulatory compliance as a dispositive
defense.??

III. ConNceErNS ABOUT A REGULATORY COMPLIANCE DEFENSE

There are concerns that weigh against a ready recognition of a
regulatory compliance defense. As the ALI Reporters’ Study recog-
nized, the regulatory compliance defense should apply only if the
agency has adequate means of obtaining information and the regu-
lated company supplies the requisite material to the agency. With
regard to the FDA, drug companies must submit material relevant
to the product’s risks, and the companies face penalties if they fail
to do so.?®

Nonetheless, there can be concerns about the adequacy of the
agency’s resources to evaluate fully the information that the manu-
facturers provide with their products. This concern increases if the

43, 50-55 (1991) (highlighting ambiguities in FDA standards for reporting foreign
adverse drug effects).

19 See Cooper, supra note 12, at 237.

20 See id. at 236.

21 See Walsh & Klein, supra note 5.

22 Courts have not regarded FDA drug labeling as preemptive, noting the absence
of any express federal intention to preempt, and the states’ compensatory interest.
See Feldman v. Lederle Lab., 97 N.J. 429, 479 A.2d 374 (1984) (Feldman I); Feldman v.
Lederle Lab., 125 N,J. 117, 592 A.2d 1176 (1991) (Feldman II), cert. denied, 112 S. Ct.
3027 (1992); cf. Ferebee v. Chevron Chem. Co., 736 F.2d 1529 (D.C. Cir.), cert. denied,
469 U.S. 1062 (1984). The patient access goal of labeling as a means of ensuring
informed consent identifies a distinct additional goal for tort labeling that goes be-
yond the expert evaluation aim that seems to underlie the FDA’s labeling goals. As
suggested below, the tort goal can be promoted by having separate supplementary
labeling of risks in a way that guards against the risk of overload, the federal concern.
The existence of distinct goals and a means to reconcile them further weakens the
basis for preemption.

23 See Gibbs & Mackler, supra note 18, at 213-14, 216-17, 231-35, 237-42.
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agency is to be placed in the position of being the only source of
review to evaluate the need for disclosures.?* Moreover, objections
to the regulatory compliance defense have been raised on the
grounds that agencies can be “captured” by the industries that they
regulate and rely upon for information.?®

The case for a regulatory compliance defense is strongest
when the agency decision is a reasoned one for which the agency is
publicly accountable. The very process of having to explain the
decision and anticipate objections promotes a reliable decision.
Accordingly, more weight is appropriate for agency decisions, such
as rulemaking, which are public, reasoned, and judicially
reviewable.

The initial FDA approval of a new drug receives considerable
attention from both within the agency and from advisory commit-
tees, and is accompanied by a public summary of the risks and ben-
efits of the drug.?® While these approvals are not often subject to
judicial challenge,?” the expert attention and visibility of the deci-
sions rightly warrant considerable deference.?® In practice, the
FDA'’s initial approval of a drug actually receives considerable def-
erence from the courts in tort litigation.?®

The “great majority” of drug liability cases concern not the ini-

24 See Cooper, supra note 12, at 240 (noting that the agency needs to decide
whether it wishes to devote the resources involved in a role of exclusively determining
labeling disclosures).

25 See II Reporters’ Study, supra note 5, at 100. The Reporters’ Study viewed disclo-
sure of risk information as a means to alleviate this concern. See id.; see also infra note
73 (discussing disclosure standards).

26 See Gibbs & Mackler, supra note 18, at 222-25. The FDA action is licensing, and
no public announcement of the basis for the agency decision is legally required.

27 See PETER B. HUTT & RICHARD A. MERRILL, Foobp & DruG Law 532 (2d ed. 1991)
(reporting that only one FDA decision approving a drug had been challenged in
court but the challenge was unsuccessful).

28 Gibbs & Mackler, supra note 18, at 223. Still, even at the time drugs are initially
approved, there may be a need to supplement the basic labeling with information of
any studies or reports that provide a reliable basis for watching for other additional
risks. See S. Rep. No. 102-215, 102d Cong., 1st Sess. 82 (1991) (quoting letter from
Congressman Ted Weiss, which stated that the FDA did not include reports of certain
effects when the drug Oroflex was initially approved; the drug was later removed).

29 Prescription drugs benefit from Restatement (Second) of Torts, § 402 cmt. k,
under which unavoidably unsafe products are not considered unsafe if they bear ade-
quate warnings. In Brown v. Superior Court, for example, strict liability was precluded
for prescription drugs. 751 P.2d 470, 477 (Cal. 1988). Some cases, though, support
allowing a design defect in some limited circumstances. See Brochu v. Ortho Pharma-
ceutical. Corp., 642 F.2d 652, 654-55 (1st Cir. 1981); Rohrbough v. Wyeth Lab., Inc.,
719 F. Supp. 470, 476-77 (N.D. W. Va. 1989), affd, 916 F.2d 970 (4th Cir. 1990); West
v. Searle & Co., 806 S.W.2d 608, 612-13 (Ark. 1991); see also John P. Reilly, The Erosion
of Comment K, 14 U. Davton L. Rev. 255, 258 (1989).
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tial approval of the drug by the FDA, but the question of the need
to add warnings about risks identified after marketing.>** An FDA
medical officer’s decision finding no need to add a warning to the
labeling with regard to these post-approval risks is a low visibility
decision that does not involve a public explanation. Because the
agency decision not to require an additional warning is inaction,
the non-decision would ordinarily be a matter committed to
agency discretion and not subject to judicial review.?!

The reported cases illustrate that the FDA’s decisions to not
include risk information in the label have involved FDA medical
officers’ communications with drug companies via letters and
phone calls.®® While these letters, and the information submitted
to the agency, may ultimately become public information if a re-
quest is made, these requests are likely to be made only later, if
further problems are attributed to the drug.®®

Presently, drug manufacturers have an interest in adding
warnings to the labeling because the warnings help protect the
manufacturer from liability.>* If FDA labeling precludes the need
for additional warnings, drug manufacturers may become reluctant
to include the warnings and may even seek to dissuade the medical
officers in calling for them.?®

Finally, patient choice is a concern that weighs heavily against
a regulatory compliance defense. The law recognizes that a reason-
able physician’s determination can differ from that of a reasonable
patient, but the law also recognizes that a physician must provide
the patient with disclosures sufficient to enable the patient to give
informed consent. Many leading medical malpractice cases utilize
a reasonable patient standard for determining whether informed

30 See Gibbs & Mackler, supra note 18, at 228 (stating that “a review of . . . cases
shows that the great majority of suits are predicated on actions or omissions that took
place afler the drug or device entered the market”).

31 Heckler v. Chaney, 470 U.S. 821, 835-37 (1985). The FDA action was character-
ized as a “non-decision,” and one that did not preclude the manufacturer from being
responsible for providing additional warnings. Feldman v. Lederle Lab., 125 N.J. 117,
196, 592 A.2d 1176, 1196 (1991), cert. denied, 112 S. Ct. 3027 (1992) (Feldman II).

32 SeeFeldman v. Lederle Lab., 97 N.J. 429, 439, 479 A.2d 375, 379 (1984) (Feldman
I) (describing defendant’s communications with the FDA, including letter writing and
phone calls, in response to reports that defendant’s product produced adverse health
risks).

33 The information should be available under the Freedom of Information Act, 5
U.S.C. § 552 (1988 & Supp. III 1992).

34 See Scarlett, supra note 9, at 35-37, on the manner in which the dynamics of
product liability suits encourage disclosures.

35 See Salmon v. Parke, Davis & Co., 520 F.2d 1359, 1363 (4th Cir. 1975), for an
example of a company resisting an FDA suggestion for a change in the drug labeling.



1994] DRUGS, COMPLIANCE, AND CHOICE 1491

consent had been obtained.?® In effect, the law recognizes that the
patient has a right to say no to treatment that is customary and
generally accepted by experts. The law also assumes that a reason-
able patient and a reasonable expert may have different views on
acceptable risks.%”

Accordingly, the need to safeguard patients’ rights to express
an informed consent supports the refusals of courts to make regu-
latory compliance a defense. When drug risks appear on the label,
the physician has access to the information, and indirectly the pa-
tient has access because of the physician’s responsibility to the pa-
tient. If the drug company does not have to provide the
information in drug labeling, the physician will not be able to pro-
vide the information to the patient and will be unable to ensure
informed consent. Moreover, the physician will not be able to ex-
ercise her own best judgment to advise on the significance of the
emergent risks.3®

In recognizing a patient’s right to informed consent, the law
reflects goals beyond the general goal of promoting social utility.>®
Tort law can promote social utility, but it can also aim to correct
harms that offend the sense of fairness and justice.*® While this
goal can overlap with utilitarian factors, its aims rest on a different

36 Canterbury v. Spence, 464 F.2d 772, 78688 (D.C. Cir. 1972).

37 The right to informed consent can also be seen as essentially a right to partici-
pate in the process of decision making, which may affect the measure of damages. See
Aaron D. Twerski & Neil B. Cohen, Informed Decision-Making and the Law of Torts: The
Myth of Justiciable Causation, 1988 U. ILL. L. Rev. 607, 607-08.

38 Another reason why the establishment of a regulatory compliance defense
could narrow information disclosures stems from the fact that the FDA’s ability to
take enforcement action against drug companies for failure to make a disclosure may
require a higher threshold of proof than that needed to support a tort verdict. See
generally Gibbs & Mackler, supra note 18, at 232-33,

39 Compare United States v. Carroll Towing Co., 159 F.2d 169, 173 (2d Cir. 1947)
(focusing on the probability and magnitude of harm and the burden of protecting
against such harm in determining defendant’s standard of care in negligence case)
with Conway v. O’Brien, 111 F.2d 611, 612 (2d Cir. 1940) (focusing, in negligence
case, on “how loudly [the defendant’s] conduct cries for censure”). Additionally, com-
pare RicHArD A. PosNer, EcoNnomic ANALYsis OF THE Law (1972) with William H.
Rodgers, Jr., Negligence Reconsidered: The Role of Rationality in Tort Theory, 54 S. CaL. L.
Rev. 1 (1980).

40 See Jules L. Coleman, Tort Law and the Demands of Corrective Justice, 67 Inp. L.J.
349 (1992); Richard A. Epstein, Defenses and Subsequent Pleas in a System of Strict Liabil-
ity, 3 J. LEcaL StUD. 165 (1974); George P. Fletcher, Fairness and Utility in Tort Theory,
85 Harv. L. Rev. 537 (1972); George P. Fletcher, The Search for Synthesis in Tort Theory,
2 J.L. & PHiL. 63 (1983); Christopher H. Schroeder, Corrective Justice and Liability for
Increasing Risks, 37 UCLA L. Rev. 439 (1990); Ernest J. Weinrib, Toward a Moral Theory
of Negligence Law, 2 J.L. & PuiL. 37 (1983); Richard W. Wright, Symposium, Corrective
Justice and Formalism, The Care One Owes One’s Neighbors, Substantive Corrective Justice, 77
Iowa L. Rev. 625 (1992).
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basis.*! In the case of products such as drugs that are purchased
voluntarily by the consumer, the transaction is essentially consen-
sual. The terms of the implicit contract between the consumer-
patient and the manufacturer frame the consideration of the fair
and just allocation of liability.*2

Patient choice is especially pertinent in the context of experi-
mental drugs. Before drugs are approved by the FDA, and while
they are being clinically tested, the need for patients’ informed
consent is well-recognized. When innovative drugs are first ap-
proved for sale, the drugs still have an experimental quality. The
pre-approval testing of drugs on a limited number of subjects can-
not fully identify the range of adverse effects that can occur in the
general population. For this reason, the initial marketing of a drug
has been described as Phase IV of drug testing.

Some of the adverse effects (and benefits) of a drug are discov-
ered only after use on the population at large.*> Therefore, pa-
tients using newly-marketed drugs should have access, at least
through their physician, to issues about emerging risks, so that they
can make an informed decision about whether to participate in
what is, inevitably, an extension of the experimental testing of the
drug.**

41 Compare I Reporters’ Study (American Law Institute), Enterprise Responsibility for
Personal Injury 2425 (1991) and II Reporters’ Study, supra note 5, at 79 (corrective
justice based on absolute standards is not a primary goal of torts) with 68 A.L.I. Proc.
44-45 (1991) (comments of Professor Alan Schwartz) (stating that “while we don’t use
the words ‘corrective justice’ a whole lot in the Report, our views about consent and
the notion of wrongdoing seem to be consistent with corrective justice notions”). The
two goals can overlap with respect to transactions like drug purchases that involve a
consensual relationship. In consensual transactions, cost factors and tradeoffs can
enter into what consumers want. Furthermore, from a utilitarian perspective, consent
itself can be seen as a good that patients value. Nonetheless, these theories are differ-
ent in the factors that create the duty, i.e., consent or efficiency balancing. Moreover,
under a corrective justice approach, a wrong has been done that needs some remedy
even if the result is socially beneficial. For example, even if a patient receives benefi-
cial medical care, a wrong has been done if there was no consent to the medical
procedure. Mohr v. Williams, 104 N.W. 12, 15-16 (1905).

42 Mohr, 104 N.W. at 15. Richard A. Epstein, Medical Malpractice: The Case for Con-
tract, 1976 AM. B. Founp. Res. J. 87, 108-13.

43 50 Fed. Reg. 7471 (1985) (codified at 21 C.F.R. § 314.80 (1993)). See infra Part
VI for a proposal on furnishing labeling information to patients during Phase IV
marketing.

44 Informed consent, ordinarily in writing, is required for experimental drugs
tested at the pre-approval stage. 21 U.S.C. § 355(i) (1988 & Supp. IV 1993); 21 C.F.R.
Part 312 (1993) (Investigational New Drug Application). Phase IV testing is not ex-
perimental testing in one sense because the drugs are thought to be of benefit to the
immediate user. On the other hand, the drugs pose unknowable risks, determinable
only by experience, and the use of the drugs by the immediate users may reveal risks
that can benefit others later.
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The adequacy of the scientific support needed to demonstrate
a risk can also emerge over time and build on prior information.*®
In some areas, uncertainties may persist about the existence of an
effect because it is difficult to develop cost-effective studies to re-
solve them.*® In this setting, the process of allowing access to the
fact that expert debate and uncertainty exist is preferable to a sin-
gle determination of when evidence indicates a recognizable risk.

When a drug’s additional adverse effects are discovered after
the drugs have been marketed, there may be some lag time in dis-
closures while the risks are evaluated and confirmed by other stud-
ies.*” A similar lag time also exists in the evaluation of drugs before
they are approved, while studies are done and reviewed. That lag
time for unapproved drugs delays the worthy drugs as well as the
problem drugs, but the delay is justified by the need for data neces-
sary to a final determination.

When drugs are already on the market, however, patients con-
tinue to use them while uncertainties are being sorted out and evi-
dence accumulated to resolve issues, to the extent that the issues
can be resolved. Many adverse reactions to drugs are discovered
only after a drug is marketed to the general public.*® In this situa-
tion, there should be some disclosure about the possibility of dis-
covering new effects and about any risks identified in scientific
studies that may concern experts, even if the support is not suffi-
cient to be generally accepted or to establish the risk clearly. The
patients should have a way to make a choice about how much un-
certainty concerns them.*°

45 Skill v. Martinez, 91 F.R.D. 498 (D.N.J. 1981) (jury finding upheld on need for
warning about risks of oral contraceptives to women who smoked, even though based
on preliminary studies, and even though researchers would have liked a “larger sam-
ple”), aff'd, 677 F.2d 368 (3d Cir. 1982).

46 See Joseph Sanders, The Bendectin Litigation: A Case Study in the Life Cycle of Mass
Torts, 43 Hastings LJ. 301 (1992) (examining the processes, ie., epidemiological
studies, utilized in testing new drugs).

47 See Scarlett, supranote 9, at 40 (“The [Food and Drug] [Algency would concede
that the labeling might lag behind developments.”).

48 See GOODMAN AND GILMAN’S THE PHARMACOLOGICAL Basis oF THERAPEUTICS 64
(Alfred G. Gilman et al. eds., 8th ed. 1990) (explaining that one-half of drugs’ adverse
effects are reported by physicians after approval). One study reported that 51.5% of
drugs approved in a ten-year period had serious post-approval risks. U.S. GENERAL
AccounTING OFFICE, FDA Druc Review Post-ApprovaL Risks 1976-85, 3 (1990).

Unexpected fatalities can also occur in well-designed clinical trials before drugs
are approved. See John Schwartz & David Brown, A Deadly Medical Gamble: Test of
Promising Drug Turns Into “Calamity,” WasH. Post, July 8, 1993, at Al (unexpected
deaths in Phase III clinical tests for fialuridine).

49 See infra Part VI for a discussion of the virtues of supplying labeling information
directly to patients. The supplementary disclosures described below would, however,



1494 SETON HALL LAW REVIEW [Vol. 24:1481

IV. RecoNcILING PATIENT CHolcE WiTH FDA GoaALs
AND INNOVATION

If the analysis suggested here is correct, a regulatory compli-
ance defense is problematic if the manufacturers’ FDA-approved
labeling disclosures to physicians do not provide all the informa-
tion reasonable patients want and need to know to make an in-
formed consent to drug use. On the other hand, seeking to ensure
patients’ informed consent as a drug labeling goal can add to the
problems of information overload that already concern the FDA.
Moreover, some may question whether reasonable patients really
want information on debated risks beyond what the FDA considers
necessary, and, indeed, whether the reasonable patient’s interest
can ever be reliably determined. Some help in addressing these
concerns can come from viewing the patient’s interest as an access
goal, and in considering whether disclosures can be made in a way
that guards against overload by ensuring adequate prominence to
the information that is required by the existing FDA regulations.

Identifying the information a reasonable patient wants to
know can be difficult. Courts have not provided any specific test to
identify the disclosures that a reasonable physician must provide to
reasonable patients for the purpose of ensuring informed consent.
Instead, the jury has been relied upon as an especially suitable
source for determining the “uniquely human and necessarily situa-
tional ingredients that contribute to a specific doctor-patient ex-
change of information.” Moreover, the need to decipher in
advance which risks are of interest to reasonable patients en-
counters the “Faust” effect—a tendency to discount remote risks, at
least until they become a present concern.>!

Identifying the terms of patients’ understanding is, thus, an
elusive goal, and it is especially hard to identify the appropriate
standard for disclosure of uncertain drug risks. The patient is a
non-expert and seeks the provision of medical care and drug ther-
apy by those more expert and knowledgeable than herself. Be-

be updated only periodically, still leading to some lag time in providing information.
See infra note 50 and accompanying text (discussing courts’ inability to articulate stan-
dards for determining whether information must be disclosed to patients). Nonethe-
less, physicians and their patients would at least know that the information that they
obtain will be current as of a specified period.

50 Arato v. Avedon, 858 P.2d 598, 607 (Cal. 1993). The court rejected the need for
a jury instruction requiring disclosure of statistical life expectancy data and instead
favored an instruction based on the general standard, leaving the nature of the disclo-
sure needed to the judgment of the jury. Id.

51 See Guipo CaLaBRrEsI, THE CosT OF AcCIDENTs 57 (1970); Pierce, supra note 5, at
1301.
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cause the patient does not have the background to identify and
specify the precise information needed for obtaining her own in-
formed consent, hypothetical consent, based on an estimate of
what the patient would accept if the patient knew more, becomes
important.®® The access role, identified here, inevitably reflects a
personal estimate of what patients would seek in this setting.

One might assume that reasonable patients would be con-
cerned, at some point, about the additional costs of providing the
information, and the drawbacks of having so much information
about remote risks that the overload obscures what is relevant. On
the other hand, an estimate of what reasonable patients want must
also reflect the strong contemporary interest of patients, and con-
sumers, in being able to choose with respect to matters that affect
them and their health.>® Patients, though, also vary. In the end
there may be no single, permanent bright line test for what the
reasonable patient wants.

Instead, what the reasonable patient wants to know may be
better thought of as involving a range of information from major
risks, about which most patients clearly want to know, to matters
where patients vary and are uncertain about what they want to
know. Disclosures may similarly need to cover a range and reflect a
process. Disclosures of the recognized major risks need to be more
prominent; information about emerging and debated risks should
provide access to the fact of the debate and the scientific process of
dealing with uncertainty.

In the end, what patients want to know would seem to have
two aspects. Patients want to be informed about the well-estab-
lished risks so that the patients can have an opportunity to say no to
incurring the risk even if in the end the patients generally decide
to accept the risk. In addition, for a similar reason of having the
opportunity to opt-out, patients should have some access to infor-
mation about debated risks for which some experts find reliable

52 See 68 A.L.L. Proc. 4445 (1991) (comments of Professor Alan Schwartz) (ex-
plaining that “if a person doesn’t actually consent, it’s a fair move to ask what they
would have consented to. So we ask whether the liability standards we recommend
would have been consented to by fully informed and rational persons, and we believe
that many of them would be”). In the absence of hard information, a personal esti-
mate often enters the estimate of what a reasonable patient seeks, as it has here.
Whether the estimates, once stated, are accepted is one test for how well they reflect
the real but unarticulated views of patients.

53 See, e.g., Roe v. Wade, 410 U.S. 113 (1973). President Clinton’s Health Plan in
its present form emphasizes a means for patients to be able to choose their own physi-
cian. Courts have also recognized patients’ right to choose those who will act as their
physicians.
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scientific evidence for an association. This holds true even if the
risk would not yet be accepted as established by experts or physi-
cians generally, and may never be established.

Access to this additional information, rather than a description
of all the information, is the important factor in this context.
Given the cost and limited value of this additional information, pa-
tients are not likely to want to know as much about these debated
risks as they want to know about the recognized risks. But I suspect
that, at a minimum, patients want to know that their doctors have
opportunities for considering emerging risks debated among ex-
perts. Based on that information, physicians can give the patient
their best advice on whether the drug is appropriate for the partic-
ular patient.**

The FDA now seeks to require labeling that will give physicians
the information they need without the drawbacks of information
overload. While this labeling should continue to be provided
prominently in the format the FDA considers appropriate, consid-
eration should be given to allowing a supplementation of the label-
ing for the purpose of providing a digest of scientific studies
reported in the current literature about adverse reactions from the
use of the drug. The digest would clearly indicate that it is a cata-
log of reported risks being monitored or watched by the manufac-
turer, but that the FDA has not yet made any decision on the
extent to which an association had been established, or on any
need to change the basic labeling directions and warnings to re-
flect the reports.

The list would provide information and could facilitate access
to scientific studies raising possible risks that physicians might wish
to consider, to whatever extent deemed appropriate in treating
and advising their patients. Moreover, the manufacturer could in-
clude the supplementary list without conceding that the enumer-

54 Courts have referred to the role of warnings on drugs as allowing the doctor to
make an informed choice about drug use on behalf of the patient. The law also
recognizes that it is the patient’s decision whether to undertake any medical or drug
therapy. Because such decisions must be made on an informed basis, the current
state of the law suggests a need for warnings on drugs that enable physicians and
patients to make an informed choice about the risks involved with prescription medi-
cation. See Wells v. Ortho Pharmaceutical Corp., 615 F. Supp. 262, 295 (N.D. Ga.
1985) (appropriateness of drug use “should be determined by the users . . . and their
physicians with access to all relevant information, not by manufacturers”), aff'd, 788
F.2d 741 (11th Cir.), cert. denied, 479 U.S. 950 (1986).

Moreover, as suggested below, patients may also want some direct access to this
information, an interest that can be met through providing drug labeling information
directly to patients. See infra Part VI (proposing a systemn wherein medication labeling
information would be supplied directly to patients).
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ated risks are indeed associated with the drug.*®

Reports would be included when a reasonable expert has iden-
tified sufficient evidence to suggest a possible association. That evi-
dence should be based on accepted scientific techniques.
Publication in a recognized scientific journal should warrant inclu-
sion in the digest. There may also be other limited occasions when
unpublished studies or information, known to the manufacturer,
might warrant a digest report if they represent reliable scientific
evidence.’® Case reports concerning adverse reactions would not
need to be included in the label, although it would be desirable to
have the digest include some tabulation of the reports that would
permit noting any significant patterns of adverse reactions.

The digest’s format would reflect its role in providing access to
sources of information—about reportable recent studies—rather
than being an evaluative or exhaustive report. Exactly what the for-
mat might be is an open point, and the description here is meant
only to be suggestive. The list, for example, might provide only a
capsule statement of the author’s conclusions in the published
studies. It might also be limited to the principal publications that
the FDA expects drug manufacturers to monitor. The extent to
which other literature needs to be reported has been a debated
issue in products liability cases and elsewhere, especially with re-
gard to articles appearing in obscure foreign journals. Perhaps
coverage of these other reports should be provided only if the re-
port is sufficient to warrant an alert report regarding unexpected
reactions, consistent with the FDA'’s criteria.?”

The listings might also be organized alphabetically by type of

55 See 21 C.F.R. § 314.80() (1993) (“A report or information submitted . . . under
this section . . . does not necessarily reflect a conclusion by the applicant or FDA that
the report or information constitutes an admission that the drug caused or contrib-
uted to an adverse effect.”).

56 See Daubert v. Merrell Dow Pharmaceuticals, Inc., 113 S. Ct. 2786, 2797 (1993)
(“Publication is not a sine qua non of admissibility; it does not necessarily correlate
with reliability, and in some instances, well-grounded but innovative theories will not
have been published.”) (citations omitted).

The supplementary disclosure should include unpublished studies or reports
that raise important concerns that might influence an expert. An example of this
type of unpublished information arises when a clinical investigator notes special
problems with a drug. See White v. Wyeth Lab., Inc., 533 N.E.2d 748, 755 (Ohio 1988)
(Douglas, J., dissenting in part and concurring in part) (taking note of defendant
lab’s internal memorandum that found level of risk from drug “unacceptable”).

57 See Gibbs & Mackler, supra note 18, at 235 (explaining that the FDA maintains a
list of over two hundred readily accessible publications, thus rendering it difficult for
manufacturers to defeat a claim that the manufacturers “should have known” of an
article printed in one of the listed publications). See Flannery, supra note 18, at 45-50,
for some insight on reporting requirements for foreign adverse reactions.
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effect within the categories of serious effects covered by FDA re-
porting requirements, e.g., fatal, life-impairing, long hospital stay,
carcinogenic, or congenital abnormality.®® The most recent re-
ports would appear first within the categories.®® Duplicative re-
ports need not be included if they would not concern a reasonable
physician in advising a reasonable patient.

The timing and updating of the supplementary disclosures
present difficult issues: some patients may want very current re-
porting and if these patients become injured, they could assert that
the non-inclusion of very recent studies in the listings affected their
decisions about whether to take the drug. On the other hand,
there can be costs in frequent labeling changes, and the reports
may appear to be more significant than they actually are if immedi-
ate changes must be routinely made to cover every new study in
journals covered by the listings. Overall, it would be desirable to
provide the drug labeling with quarterly updates. The printed an-
nual compilation might be updated by a “pocket part.”®® To deal
with emergency situations, other forms of communication to physi-
cians are more appropriate.5!

V. ASSESSMENT OF SUPPLEMENTARY LITERATURE DIGEST

A.  Value of Supplementary Disclosure

1. Patient Choice

The primary value of this supplementary disclosure would be
to provide a means for physicians to consider emerging risks when
advising their patients and to permit the patient the option to de-
cline to undertake these risks, even though other reasonable physi-
cians and experts might consider the risk reasonable, or that the
risk had not been sufficiently established. The appropriateness of
disclosing these debated risks arises from an estimate about what
the reasonable patient expects when the risks from drugs cannot
be fully determined.

58 See 21 C.F.R. § 312.32 (1993). The type of effect should also be stated in paren-
theses in lay language if the supplementary disclosures are to be provided to patients.

59 To the extent the supplementary disclosures cover favorable and unfavorable
reports concerning adverse reactions, the unfavorable reports should be printed in
bold or in a manner that would set them off from the other disclosures.

60 21 C.F.R. § 312.32(d)(4) (1993) (prescribing that the results of follow-up inves-
tigations shall be submitted in information amendments or annual reports).

61 Cooper, supra note 12, at 238-39.
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2. Accountability

The addition of these disclosures to the labeling has another
advantage: it makes risk information that the FDA is still reviewing,
but has not considered sufficient to warrant cautions and warnings,
more accessible to physicians and the public. This type of wide-
spread disclosure permits more debate and review within the medi-
cal community about the types of risks that generally need the most
attention by physicians in prescribing drugs.

Doing so also makes the FDA itself more accountable. In the
end, the public and scientific community’s access to the supple-
mentary information increases the weight the FDA decisions de-
serve. The decision regarding whether a risk is sufficiently
important to warrant the need for a warning or a caution is a judg-
mental one. It can be a hard choice for anyone to make. The
deference that the FDA deserves in making these decisions relates
in part to its genuine and unparalleled expertise in applying “the
most rigorous scientific standards . . . in the world.”®? But another
important part of the due deference for agency decisions is the
openness of the decision and the prospect of accountability. The
process of accountability inevitably leads to a willingness to con-
sider the other side of the question and to accept the possibility of
changing decisions as more is learned.

Moreover, the review of drug use in tort suits has served a simi-
lar function because drug manufacturers must consider the need
for disclosures that go beyond those required by the FDA. Open-
ing up the decisions to scientific review on a contemporaneous ba-
sis provides another alternative means for some review and
accountability.

3. Risk Avoidance and Value in Managed Care

Ready access to more information about a drug’s risks may
also be of use in avoiding unnecessary injury. When patients are
suffering illnesses that their physician cannot diagnose, the physi-
cian might take a closer look at the supplementary disclosures
about other adverse effects for the drug that the patient is taking.®®
In this manner, the physician might be able to spot warning signs

62 Scarlett, supra note 9, at 33.

63 See Wooderson v. Ortho Pharmaceutical Corp., 681 P.2d 1038 (Kan.) (physician
reported he would have stopped patient from using drug if he knew of possible associ-
ation to renal failure, and might have earlier recognized adverse reactions to the
drug), cert. denied, 469 U.S. 965-66 (1984).
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of possible adverse reactions earlier than if the supplementary dis-
closures had not been made.

This additional information about emerging risk issues might
also be of some special interest to health care providers in a man-
aged care system. These providers may wish to take a more active
role in evaluating the benefits and risks of drugs in promoting the
overall health of patients.®*

B. Drawbacks of a Supplementary Disclosure

A supplementary disclosure of emerging risks, as suggested
here, is not without its complications.

1. Risks of Additional Litigation

Drug manufacturers may see the need to provide a supple-
mentary literature digest as presenting the worst of options, be-
cause it may open up litigation about the adequacy of the
disclosures made in the supplement. Moreover, it would eliminate
the essence of the regulatory compliance defense. The fact that
the FDA did not consider disclosure of the risk necessary in the
FDA-reviewed list of warnings and cautions would not constitute a
defense. The risk would have to be disclosed anyway, but in a dif-
ferent format.

The aim, of course, is different. The disclosures in the label-
ing of the risks recognized by the FDA along with the digest of
literature reports of studies on other risks should lead courts to
accept the disclosures as ordinarily sufficient to limit liability when
an uncertain risk is realized. Regulatory compliance would be im-
portant with respect to the prominence to be given to risks. The
only risks that would need to be displayed prominently would be
those necessary to meet the regulatory standards set by the FDA.
The supplementary disclosures would become a means of satisfying
the manufacturer’s duty to ensure patient access to other risk
information.

64 An indirect indication of the relationship between information developed by
managed care providers and drug effects is provided by Merck’s recent acquisition of
Medco. Published reports indicate that one of Merck’s principal aims in pursuing the
Medco takeover was Merck’s desire to obtain access to effectiveness data compiled by
Medco through its drug distribution programs. See Milt Freudenheim, Merck’s Big
Gamble on a Merger, N.Y. Times, Aug. 5, 1993, at D1, D2 (“Merck said it was seeking
Medco’s hoard of information about the 33 million drug customers in its managed-
care plans. Merck plans to mine the data for patterns of medical effectiveness and use
the information to increase sales.”). These compilations might also provide informa-
tion on adverse effect patterns.
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2. Lack of Utility and Overload

The supplementary listing can be seen as contributing to in-
formation overload. The list might also be viewed as a useless exer-
cise, imposing costs for complying but benefiting physicians and
patients little, if at all.

The additional disclosures, of course, run some risk of adding
to information overload. While the cure for information overload
is not more information, the remedy can be found in putting the
information in context. The supplementary format should provide
a relevant context for evaluation. The continued prominence of
the basic labeling reviewed by the FDA should provide the means
for physicians to get the most important information. The digest
format would provide access for those who wish to find out about
additional risks whose significance is under study and review.

The compilation will also cost some additional resources, but
the information already needs to be gathered and monitored by
drug manufacturers to comply with FDA requirements. The print-
ing costs should not be insurmountable.

3. Overdeterrence of Patients and Adequacy of Scientific
Support

The listing of possible side effects may discourage some physi-
cians and patients from using drugs. Most experts might view this
as patient overreaction that inhibits the patients from using drugs
that will produce beneficial effects.®® Moreover, leading experts
may regard some of the studies reported in the literature as being
insufficiently supported.

At one level, this objection is a classic one, and, as discussed
before, the consideration to be weighed against it is the patient’s
right to choose the manner and course of her treatment with gui-
dance from the patient’s physician.®® The supplementary disclo-
sure process presents an additional complication, though, because

65 Cf Lasagna, supra note 1, at 339 (reporting on what may be perceived as pa-
tients’ overreaction to the dangers of the drug Bendectin, where studies of the drug
may not actually prove that the drug is as dangerous as reported).

66 Compare Canterbury v. Spence, 464 F.2d 772 (D.C. Cir. 1972) (discussing the
general notion that a patient must be given reasonable information in order to obtain
informed consent to treatment) with Hippocrates, Decorum, (W.H.S. Jones trans.
1923), in EtHics IN MEDICINE: HISTORICAL PERSPECTIVES AND CONTEMPORARY CON-
CERNS 8 (Stanley J. Reiser et al. eds., 1977) (explaining that Hippocrates counseled
physicians to provide care with solicitude, “revealing nothing of the patients’ future or
present condition for many patients through this cause have taken a turn for the
worse.”) (footnotes omitted).
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it would list studies chronologically. These studies may well have
shortcomings and limitations, but the absence of some explanation
of their deficiencies may make them appear more persuasive than
warranted.

Physicians who read the listings are acquainted with the scien-
tific process, and should have some ability to put the digest of liter-
ature studies in perspective, especially because the digest would be
presented as a watch list of new reports, detailing drugs for which
the FDA may not have considered changing their basic labelings.
Moreover, other studies may be done on a continuing basis to re-
spond to the concerns raised, and, as time progresses, these addi-
tional studies would be reflected in the digest.

Because of the time needed to do additional studies, though,
the manufacturer should be permitted to include comments (after
the reports of any study in the digest) that reflect differences in the
evaluation of the scientific reliability and significance of the study.
These comments should be based on the required study report
that the manufacturer must file with the FDA.®? Furthermore, the
comments should not be misleading.

Of course, when appropriate, the FDA might also take an af-
firmative position in the basic drug labeling about the significance,
or non-significance, of the reported studies. When the FDA does
so, there would be an articulated, reasoned explanation for the
consensus judgment about debated studies. In this way, the FDA
will help promote a better and more informed understanding.®®

The digest format would, however, still provide for the inclu-
sion of studies that manufacturers and experts may regard as insuf-
ficient for establishing a drug risk. Leading experts, and even the
consensus of opinion, may regard the studies as “junk science.”

The exact meaning of “junk science” is itself debated. Under
the Supreme Court’s decision in Daubert v. Merrell-Dow Pharmaceuti-
cals, Inc., the litmus test in federal court litigation is not “general
acceptance” by scientific experts, but the existence of relevant and
reliable scientific evidence.®®* Under this standard, the digested

67 See 21 C.F.R. § 201.200 (1993) (providing for submission to the FDA of summa-
ries of post-approval studies).

68 Whether the FDA would need to review the supplementary digest in advance is a
separate issue. The most suitable approach for review of the supplementary digest
would involve the manufacturer issuing and revising the supplementary digest with-
out prior review by the FDA, but with notice to the agency. Any disclosures reflecting
on the adequacy of the FDA-provided labeling should be made, however, by submit-
ting to the FDA a request for approval of a supplemental NDA.

69 Daubert v. Merrell Dow Pharmaceuticals, Inc., 113 S. Ct. 2786 (1993). Publica-
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studies would have to be based on accepted scientific techniques,
and would ordinarily have been published in scientific journals,
but they would not have to reflect the consensus of expert opinion.
The very aim of the proposal is to include in the digest studies
about emerging risks where experts differ in their evaluation. Ac-
cess to that debate is, as suggested above, something to which phy-
sicians and reasonable patients should be given access. Moreover,
the better way to resolve the worth of the debated studies is to pro-
vide access to them such that those affected can decide if they are
concerned with risks beyond those clearly established, and to pro-
vide those at risk with references to additional information.

4. Effect on Medical Malpractice

The provision of supplementary risk information might be of
concern to physicians who fear that they would face malpractice
suits for not taking adequate account of the risks disclosed. Devia-
tion from the FDA-approved labeling has been considered evi-
dence of negligence in some instances.”®

The inclusion of disclosures about additional risks in the sup-
plementary labeling should not have an impact on the malpractice
standards with respect to decisions to use a drug. The digest would
not reflect FDA-recognized positions, and it should not carry any
special weight in establishing the duty of care. The information
would be available for the physician to take into account in exercis-
ing her best judgment about the care to be provided. The prevail-
ing standard of care for determining malpractice should govern
the extent to which that information needs to be considered by
physicians generally with respect to the use of the drug.”

The supplementary digest could have some relevance, how-
ever, in judging the nature of the disclosures physicians should
make to their patients to ensure informed consent to drug therapy.
Courts continue to recognize that physicians have an obligation to
inform their patients of drug risks, even though there is no obliga-
tion by the manufacturers to inform the patients directly.”? The

tion in a peer-reviewed publication is “relevant, though not dispositive” in judging
reliability. Id. at 2797.

70 See Mulder v. Parke Davis & Co., 181 N.W.2d 882, 884-85 (1970); James R. Bird,
Note, Package Inserts for Prescription Drugs as Evidence in Medical Malpractice Suits, 44 U.
CHi. L. Rev. 398, 400-05 (1977).

71 The extent to which President Clinton’s 1993 Health Care Plan would change
these standards is not considered here.

72 See Teresa M. Schwartz, Consumer Warnings for Oral Contraceptives: A New Excep-
tion to the Prescription Drug Rule, 41 Foop Druc Cosm. L.J. 241 (1986) (“Until recently,
courts uniformly have held that the duty of drug manufacturers to warn of risks associ-



1504 SETON HALL LAW REVIEW [Vol. 24:1481

physician can be held liable for failing to inform the patient of
drug risks contained in the labeling, which is provided by the man-
ufacturer to the physician.”

If physicians had to discuss with their patients each of the di-
gest studies, the burdens and time demands could be considerable.
One way to deal with this is to recognize that the aim is to inform
patients that there is dispute among the experts. A disclosure need
not be made of all the digest studies, so long as patients recognize
that there is some dispute and have the opportunity to know more
if they wish.”

5. Sufficiency of Information to Affect Liability

The supplement would provide only brief descriptions of the
reports. Some may view the disclosures provided as an ineffective
means of determining the adequacy of disclosures for purposes of
determining liability. Nonetheless, the limited information con-
tained in the supplement is consistent with the supplement’s aim
of providing access to major reports and issues concerning emerg-
ing and uncertain risks in an attempt to ensure patient choice.
The matters covered would seem to be the more important and the
more feasible to provide.

Moreover, providing the supplementary disclosures, and com-
plying with warnings sought by the FDA, need not be the limit of
the appropriate disclosures.” As a safeguard against the drawbacks
of a regulatory compliance defense and regulatory capture, the
ALI Reporters’ Study proposed conditioning the defense on recog-
nition of an obligation on the manufacturer to disclose to the
agency when the manufacturer believes the agency’s standards for
disclosing risks are inadequate.”® Similarly, drug manufacturers
should also have an overriding obligation to disclose when the FDA
standards for disclosure are, in the manufacturers view, inade-

ated with prescription drugs runs only to physicians, and not to consumers.”) (foot-
note omitted).

73 See Niemiera v. Schneider, 114 NJ. 550, 559, 662-67, 555 A.2d 1112, 1116, 1119-
1121 (1989) (no duty of manufacturer to warn patient, but remand for trial on physi-
cian’s duty to warn with court noting need to further patient’s interest in autonomy).
The standard for disclosure is information significant to a reasonable person, as deter-
mined by a jury, and is not to be governed by “bright line” guides about the need for
statistical life expectancy data set by the courts. Arato v. Avedon, 858 P.2d 598, 606-07
(Cal. 1993).

74 See infra Part VI for a recommendation of patient labeling as 2 more direct way
of providing patients with relevant information.

75 See I1 Reporters’ Study, supra note 5, at 97-100.

76 Id. at 97, 100.
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quate. Under the Reporters’ Study, the necessary disclosures were
made only to the FDA. A better approach would be to require the
manufacturer to include, in a prominent manner, the scientific ba-
sis for the manufacturer’s concerns about the need for more warn-
ings in the supplementary digest.”

VI. ParieNT LABELING

If patient choice is an important concern for drug labeling, a
further implication is that more should be done to provide the in-
formation directly to the patient. Drug manufacturers now provide
the risk information to the physician, and it is the physician who
acts as a learned intermediary in providing the disclosures to the
patient. For the most part, the drug manufacturer has no regula-
tory duty, or tort obligation, to ensure that written information is
provided to the patient.”

While the FDA has recognized the value of patient labeling, in
the past the agency withdrew its regulatory initiative in favor of vol-
untary efforts that would provide the labeling in a better manner.
Some, myself included, have some skepticism about whether physi-
cian disclosures or the other alternatives are as reliable in reaching
the patient as written patient labeling provided with the drug when
dispensed.” Thus, as a policy matter, a renewal by the FDA of an
effort to require patient labeling on prescription drugs would be a
welcome development.

In the absence of a general requirement for patient labeling,
attention should continue to be given to situations that especially
warrant assurances of patient access to information. Labeling for
patients seems particularly important for innovative drugs. Innova-
tive drugs, in their immediate Phase IV marketing, present a dis-
tinct possibility for posing additional adverse effects, discoverable

77 Moreover, regulatory compliance, accompanied by the supplementary disclo-
sures, can still be regarded as establishing a presumptive rather than a conclusive
defense. A conclusive defense would, of course, be more conducive to guarding
against liability costs that would impact on innovation. On the other hand, a pre-
sumptive defense is more suitable to the incremental growth of the law. Change is
also more acceptable when it leaves some leeway to the courts to deal with conse-
quences not fully anticipated.

78 See Schwartz, supra note 72, at 241 (explaining that drug manufacturers have
traditionally been viewed as having no duty to disclose to consumers the risks associ-
ated with drugs, but that the manufacturers nonetheless had a duty to disclose such
risks to physicians).

79 See generally Margaret Gilhooley, Learned Intermediaries, Prescription Drugs, and Pa-
tient Information, 30 St. Louis U. L.J. 433 (1984). See also Rosalind M. Kendellen, The
Food and Drug Administration Retreats from Patient Package Inserts for Prescription Drugs, 40
Foob DruG Cosm. LJ. 172, 177 (1985).
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only by the general public’s use of the drug. This Phase IV is simi-
lar to a continuation of experimental testing.

The appropriateness of informed consent for experimental
testing is generally acknowledged.® Obtaining that consent usu-
ally involves written disclosures, in addition to oral discussions. In
a similar way, information should be given to users of Phase IV
drugs about the known risks of the drug, and the patient should
have access to any additional risks identified in current research,
even when the assessment of the risks is still in progress. The pa-
tient labeling would identify its focus on the principal risks for
which clear evidence exists, but should also provide the patient
with a copy of the supplementary digest as a source of additional
information to consider in consultation with her physician.

VII. CoNcLUSION

In deciding whether regulatory compliance should preclude
tort liability it is important to consider not only the adequacy of
disclosures to physicians about information the physician needs in
making treatment decisions, but also the adequacy of disclosures
needed to enable the physician to inform patients about risks that
concern patients. The patient’s interest in informed consent is an
important value to be protected in its own right. As suggested
here, reasonable patients may want access to information about
risks that are debated among experts even when the risk may not
be clearly enough established that disclosure would necessarily be
required under the FDA’s regulatory criteria. One way of safe-
guarding patient choice would be to include a supplementary di-
gest of current literature studies about risks that may be associated
with a drug, along with the drug labeling ordinarily provided to
physicians. This provision of supplementary disclosures may not
be the only way of safeguarding the patient’s interest in informed
consent. The present tort system also works to protect this interest
by identifying risks selectively and retrospectively, in particular
cases, when injury occurs, that should have been disclosed by a rea-
sonable manufacturer. Uncertain as that standard is, it serves to
encourage attention to the additional warnings that reasonable
physicians and patients may want. Before the tort standards are
changed to limit the scope of the warnings provided for
pharmaceuticals, adequate attention needs to be given to whether
the change will adequately safeguard patient choice.

80 See supra note 54 for a short discussion on informed consent.



