ﬁa T A '
o "
) B T AR5 0, "

Ietelel and Drug
Law Journal

Contents

How Broad is the FDA's Authority Over
Research and Investigational 1VDs? . ... .. . James W, Fulse 285
Edward M. Basile
Doorah A, Richman
GMPs and the Froduct Review Process...... Ronald M. foknson 299

Federal Preempticn of Product Liabiliry
Claims. ... ... it i vt et annnnas Brian J. Donato 305
Mary Beth Neraas

Product Liability Issues for the Expanding
OTC Drug Category ... . v vevovo. .. Daniel W. Whitney 321

The FDA's Response to AIDS. ... . Careeen .. Ronald Podroza 351

The Pharmacist's Drug Information
Responsibility After MeRee .

F .1 . American Home Producls , .. ........... David B, Brushwood 377
QO0as . .
The Delaney Paradox Reexamined: Regulanrig
_ Pesticides in Processed Foods ........ duward Dunkelberger 411
1) O Richard A. Merrill
rugs _ ,
L. Dictary Supplements and Commercial
. Speech .. ... .ol o Melinda Ledden Sidak 441
C(’)SIT] etics Consumer Confidence in Food Safety:
A Matter of Perspective .............. Carel D. Scroggins 463
§ oLt Food Safety Challenges and the New
l)e VI1CES 0T 1 Jane E. Hemney 473
Designing the "New"” CFSAN ................ Fred R. Shank 479
Bi ( )l ) O.i cs Catherine M. DeRorver
e Jiaan CFSAN's Program Offices .............0.00 Douglas L. Archer 487
. Catherine M. DeRoever
Vet. Med_ The Functions of the Office of Policy,
Planning and Strategic Initiatives .........., L. Robert Lake 491
CF5AN's Ofhice of Systems and Support. . ... ... Jerry A Burke 495
The Repularion of Agriculiural
Biotechnology ....................... Alan Goldhammer 501

Volume 48
Number 3

Official Journal of The Food and Drug Law Institute

YR AR e g g — # o e



s

a
iy n
i ﬁnm-ﬂH|9.'iI|I'!il:I.I|I|I|I|I'|'||l'|n|mlm|||:e||||.m;;;..:;|||||||n||n||||||nm,,|m.; s i 4 3 o

Product Liability Issues for the Expanding OTC Drug
Category

Danier W. WHITNEY™®

I. InTRODUCTION

In recent years sales of over-the-counter (OTC) drugs have surged and
by all accounts the upward sales irend will continue in the 1990s. The
QTC market has been fueled by prescription (Rx) to OTC switches. In-
dustry observers have noted that “[m]ost big pharmaceutical companies
are trying to switch to the over-the-counter category as a source of new
revenue at a time when prescription drug revenues are under pressure.’”?
A spokesman for the Nonprescription Drug Manufacturers Association
has predicted that “Rx-to-OTC switch is the future of the OTC indus-
try.”? Market researchers report that “[s]ales of switched products are
often double or triple their performance as prescription items.”® Another
observer has stated, “In the mid-1990s, when patents expire for several
billion-dollar prescription drugs and other more modest sellers, OTC ver-
sions are expecied to hit drug store shelves,”*

'This view is confirmed by the Director of the Food and Drug Adminis-
tration’s (FDA’s) Division of OTC Drug Evaluation: “OTCs are increas-
ing in prominence in the public’s eye. Formerly, OTCs were seen ag
drugs that treated symptoms. Now, they don’t just treat symptoms. They
treat diseases.”® In approving switched druge, the FDA is allowing and
even encouraging self-diagnosis. The switch movement is seen as part of
“the consumer movement toward self-care.”® Consumers today are unwill-
ing to visit a physician every time a familiar illness reappears, and are
more likely to try an OTC remedy before incurring the additional time
and expense of going to a doctor and obtaining a prescription.

The OTC switch trend raises the issue of whether a switched OTC
drug will be entitled to the same legal defenses available to it when it had
Rx drug status. This issue in turn raises broader questions concerning the
extent 10 which all OTC drugs, regardless of prior status as a Rx drug,

¥ Mr. Whitney iz a Parmer in the law firm of Howell, Gately, Whitney & Carner in Towsan,
Maryland. The euthor originally presented this ariicle ar an in-house semizar al SmithKline
Beetham,

1. Ware St J., June 3, 1993, at BA.

2. Siegelman, The Coming Wave of Rxeto-0TC Switches, AM. DrUGaIST, Aug. 1990, a1 37,

3 I a4l

4. Thomas, OTC Drugs: Concerns Mount, at Choteet Shift, Men. WorLp News, Dee. 1990,
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5. Gannon, OTCs Wheat's Making Them Tick, Druc ‘Torics, Feb. 17, 1992, at 48,
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may be afforded the defenses that have been successfully utilized in the
Rx drug context. Over the past fifteen years, QTC drugs have not been

stance, there is no QT drug that has experienced the intensity of liriga-
tion conducted against such drugs as Accutane, Bendectin, DES, Halcion,
oral contraceptives, Provera, or Prozac. In certain areas favorable caselaw
has emerged in connection with the defense of Rx drugs. As will be dis-
cussed in this article, many of the legal defenses that have been developed
and utilized in the Ry drug context are adaptable to defense of OTC
drugs,

At least one powerful defense thought unique to Rx drugs, the “learned
intermediary” doctrine, should not be abandoned for a Rx drug switched
to OTC status. The reasoning underlying the doctrine remains fully ap-
plicable in various factual scenarios that are bound to oceyr in connection
with usage of the OTC version. However, there will be situations in
which it will have to be conceded that the switched version will not be
within the ambit of the learned intermediary defense,

The last section of this article focuses on preemption, It is an attempt to
lay groundwork and stimulate interest in fashioning preemption argu-
ments in order to secure dismissals of litigation targeting either Rx or
OTC drugs, Preemption arguments based on comprehensive FDA regula-
tion have been rejected by courts in the past. Recent developments dis-
cussed herein indicate that some courts have a new receptiveness to policy
arguments favoring at least a partial form of implied preemption, Because
of potential far-reaching henefits, the defense of preemption deserves seri-
ous consideration. Even a failed preemption argument could have the ben-
eficial effect of sensitizing the judiciary to the adverse social consequences
of individual plaintiff’s experts and juries effectively overruling the FDA.

II. Tyeicar Liagiiiry THEORIES

To assess the legal significance of a drug being switched from Rx to
OTC, a brief overview of frequently relied upon liability theories is help-
ful, Lawsuits for drug-related injuries typically are based on the theory of
strict liahility, The Restatement (Second) of Torts section 402A provides
that 2 manufacturer is subject to strict liability for harm caused by a
“product in a defective condition unreasonably dangerous to the user or
consumer.” The rule of strict liability has been adopted and made 5 part
of the substantive law of nearly all states.® On jis face, this rule applies
although “the seller has exercised all possible care in the preparation and

7. RESTATEMENT {(3econn) oF TorTs § 4024 (1965),

% 63 AM. Jur. 2D Products Liakilily § 536 (1984 & 1993 Cum. Supp.) {eollecting cases) (“45
Jurisdictions including the Distrier of Colurmbia, have adopied the suriet rope liability rule a8 the luw of
the jurisdiction, at least in same form ™),
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sale of his product.”® In practice, however, the courts have mot regarded
manufacturers of Rx and OTC drugs as insurers of their products. Ade-
quate product warnings play a vital role in insulating a manufacturer
! from becoming a virtual insurer for liability claims arising from its
products.
( In order to recover under a theory of strict products liability, plaintiff
must prove 1) the product was defective as of the time it left the handg of
the manufacturer, and 2) the defect was the proximate cause of plaintiff's
injury.'® Under strict liability theory, the seller’s liability can be premised
on a defect of design or manufacture, Most cases do not allege that the
drug was unsafe because it contained foreign ingredients or impurities. It
is recognized that products that are free of design or manufacturing de-
fects nevertheless may nor be completely safe, even when used as in- .
tended.'* In such instances, plaintiff may allege that the defect is the fail-
; ure to provide an adequate warning. Under general principles, a product
J may be proven defective by virtue of it being accompanied by an inade.
| quate warning.'
| A second theory of liability is that of negligence. A cause of action
1 sounding in negligence typically alleges that the manufacturer failed to
; exercise reasonable care. The failure to warn of foreseeable risks may give
rise to & cause of action based on negligence.® Under negligence theory,
“the supplier of a product is liable to expected users of the product if the
, supplier has reason to know that the product is dangerous and fails to
*' exercise reasonable care to so inform the uger.”™
” The common law duty to warn is typically framed as “a duty to com-
i municate an adequate warning of the dangers involved in the use of a
product, as well as instructions for its safe use, if he knows or has reason
: to know that the product is likely to he dangerous ™8 A reasonable warn-
ing “should neither understate nor overstate the known risks assoclated
with the use of a particular product.’

A. Comment k to Section 4024

‘ An exception to the rule of strict liability is found in Comment k to

1 9. RESTATEMENT (SECOND) OF ToRTS § 402A(2)a).
: 10 Se, £.g., Mazur v, Merck & Clo,, Inc., 964 F.2d 1348, 1353 n.4 (3rd Cir.), cert. dended, 113
8. Cr. 463 (1992).
11.  EESTATEMENT (Seconp) oF TopTs § 402A emt. j
12 See, eg., Mazur, 964 F.2d ar 1353; Joseph E. Scagram & Sons v. McGuire, 814 SW.2d
383, 387 (Tex. 1991).
13, ResTaTeMeny (SEconm) of Torrs § 388, .
14, Payne v. Solt-Sheen Prods,, 486 A.2d 712, 725 (D.C. 1085), .
15. Weinberger v. Bristol-Myers Co., 652 F, Supp. 187, 190 (D. Md. 1986). See, &.g., East
Penn Mg Co. v. Pineda, 578 A.5d 1113, 111% (D.C. 1990) ("Generally, the existence of & risk of
harm reasonably [oreseaable to the product supplier gives rise to the duty to warn aof the danger, and
1o advise of means of ameloraring iL").
16. Thomes v, Hoffmann-La Roche, 949 F.2d BOG, 815 (Sth Cir.), cert. denfed, 112 5. Ct. 2304
(1992).
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324 FOOD AND DRUG LAW JOURNAL Vol. 48

section 402A of the Restatement where the product is “unavoidably un-
safe.”” In defense of Rx drugs Comment k is routinely invoked. It pro-
vides, in part, that:

Such & product, properly prepared, and accompanied by proper di-
rections and warning, is not defective, nor is it unreasonably danger-
ous. The same is true of many other drugs, vaccines, and the like,
many of which for this reason cannot legally be sold EXCEpt to physi-
cians, or under the prescription of a physician,'#

The language of Comment k Further provides that a manufacturer should
not be strictly liable “merely because he has undertaken to supply the
public with an apparently useful and desirable product, attended with a
known and apparently reasonable risk 19 Under Comment k, “[t}he stan-
dard for liability under strict liability and negligence is essentially the
same.”*® Under either theory, the manufacturer jc not lable if the warn-
ing is adequate.®

The Supreme Court of California relied upon the “public interest in
the development, availability, and reasonable price of drugs” to justify its
decision to apply Comment k to all Rx drugs.®® The court viewed Rx
drugs as different from other Products because they are not used to “make
work easier or to provide pleasure,” but are necessary to “alleviate pain
and suffering or to sustain life,” Iy Grundberg v. Upjokn Co., the Su-
preme Court of Utah likewise held that Comment k applies to all FDA-
approved prescription medications,**

B. Application of Cbmmant k to OTC Drugs

When a product moves from Rx to OTC, there are strong reasons why
it should be “grandfathered-in” under Comment k. Under the Brown
analysis, it is difficult to fathom how a Rx drug would lose its social
utility merely because it is being made available OTC. The process of
switching products from Rx to OTC is beneficial; it serves the public’s
interest in the availability and reasonable cost of drugs. OTC conversion
lowers total health-care costs. One tommentator has observed:

17. BESTATEMENT ($ECOND) oF ToRrTS § 402A cme. k,
18 rd

19, 14

20. Weinberger, 652 P, Supp, at 193,

21, Pollard v, Ashby, 793 5.W.2d 394, 399 (Mo, App. 1990) (“[Clomiment % would impoze
Labilily on & drug manufacrurar only if it failed to warn of dangerous propensities which i1 either
knew or should have known.™. '

22 Brown v, Superior Court, 44 Cal. 3d 1049, 1061, 245 Cal. Rpir. 412, 418, 751 F.2d 470,
477 (1988), '

Z3. 245 Cal. Rptr. ar 420

23, See aloo Jrre Bl Lilly & Co. Frogae Prod. Liability Lir, 780 F. Supp. 1448 (S.D, Ind.
1992) (construing Indiana law as applying Comment k 10 all prescription drugs),
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1993 PRODUCT LIABILITY AND OTC DRUG CATECORY 325

Self-medication is the American consumer's first line of defense in
health care. Sell-treatment with non-prescription OTC products ful-
fills a series of valuable and sometimes crucial funetions for individu-
als, health-care systems, and the national €Conomy.

For the individual, self-medication is a familiar, inexpensive, and
convenient method of dealing with ordinary health problems that
cause discomfort and interfere with the routines of daily living. For
health professionals, including pharmacists, self-medication acts as a
shield against a deluge of minor complaints; it functions as a selec-
tive screening mechanism. through which minor and usually self-lim-
iting disorders are sorted out from those requiring professional medi-
cal care.®®

If applicable, Comment k operates to exempt the manufacturer of a2 Rx
drug from lability under section 402A. Some courts, however, may not
accept the proposition that switched drugs are supported by the same pol-
icy reasons which justify Rx drug immunity under section 402A. In decid-
ing whether Comment k applies, courts have tended to weigh the social
value of the particular product.?® If a product lacks high social value,
courts may deny Comment k protection.3” Unless another defense is avail-
able, a manufacturer in that situation may be held liable under saction
402A despite exercising all possible care in the “preparation and sale of
the product.”

C. Comment j to section 4024

The principles underlying Comment j apply with equal force to Rx and
OTC drugs. Comment j has not been invoked in drug cases with the same
frequency as Comment k, however, it should not be overlooked. Comrent
j provides in pertinent part, “Directions or warning, In order to prevent
the product from being unreasonably dangerous, the seller may he re-
quired to give directions or warning on the container, as to its use.””?® The
need for “directions or warning” is an implicit recognition that products
need not be made entirely risk-free. Rather, the goal is to Facilitate intelli-
gent judgments concerning the risks associated with use of a product. A
product is not “unreasonably dangerous” unless it is “dangerous to an
extent beyond that which would be contemplated by the ordinary con-
sumer who purchases it , . . .20

25, M. Smith, Rx t¢ OTC: Bogn or Boondegele?, Drue Torics, Apr. 6, 1992, aL 101,

26, See Willen v. Baxier Inv), Inc., 929 F.2d 1094, 1097-98 (5th Cir, 1991} (heart valve bencfits
outweighed risks); Brocks v, Medironic, Inc., 730 F.2d 1227 (4th Cir. 1284) (Comment k protection
applied 10 paccmaker); Glassman v. Wyeth Lab., Inc., 238 I App. 3d 533, 406-N.E.2d 338, 343
(1992) ("whether & product is unkvoidably unsafe within the meaning of the Commenr k i5 an lssue
of material fact™), .

27. Eg, Hill v. Searle Lab., 384 F.2d 1064 (Bth Cic. 1989) (inguffieien| social need for QU7
IUD tn warrant Comment k pretsetion).

28 ﬁrsm-rmr.wr {Seconn) oF Torrts § 402A cmt, Jr

29, I
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Comment j applies where the basis of claimed liability is the failure to
give an adequate warning.* The language of Comment j provides that
“the seller is required to give warning against [the danger], if he has
knowledge, or by the application of reasonable, developed human skill and
foresight should have knowledge, of the . . . danger.”® In the words of
Comment j, a product having an adequate warning is one “which is safe
for use if it is followed, is not in defective condition, nor is it unreasonably
dangerous.”** The Maryland Court of Appeals recently observed;

"The majority of courts which have considered a Failure-to-warn case
in the context of strict liability have either expressly or implicitly
held that a manufacturer of a product, which is defective only be-
cause of the lack of an adequate warning, is not liable when the
Jailure to warn resulted from an absence of knowledge of the dan-
gerous quality of that product.®®

In a failure-to-warn case the standard of liability under strict liability
and negligence is the same—reasonable care.® Under Comment j there is
no liability unless the manufacturer has “knowledge, or by the application
of reasonable, developed human skill and foresight should have knowl-
edge, of the presence of the . . . danger.”® Comment J would impose
liability only if the manufacturer failed to warn about danger of which it
knew or should have known.?®

The manufacturer is held to the standard of an eXpert concerning
knowledge of the danger. “[K]nowledge can be established by evidence
that the dangerous quality of the product should have been known by a
manufacturer because it was known in the scientific or expert commu-
nity.”*" The manufacturer’s status as an expert means “that at a mini-
murn he must keep abreast of scientific knowledge, discoveries, and ad-
vances and i3 presumed to know what is imparted thereby.”®® A

30, Owens-Illineois, Inc. v, Zenobia, 325 Md. 420, 432-38, 601 A.2d 633 (1992).
31. RESTATEMENT (SEconD) ov TowTs § 402A eme J.
32, Id,

33, Zenokiz, 325 M. at 433 (emphasis added).

4. Ep., Werner v. Upjohn Co., Inc., 428 F.2d 848, B58 (4ch Cir. 1980), cert, deniad, 440 U5,
1080 (1981); Higgins v. E.I. DuPont de Nemours, Ine., 671 F. Supp. 1055, 1059 {D, Md. 1967},
affd, 863 F.2d 1162 (dth Cir. 1986); Eaust Penn Mfi. Co., 578 A.2d ar 1118; Lorfano v. Dura Sieps,
Inc., 569 A.2d 195, 196 (M. 1990); Kennedy v. Mobay Corp,, B4 Md. App. 397, 410, 579 A .2q
1191 (1990), affd, 325 Md, 385 {1992); W. Prosser anD W, KErTow, PROSSER AND KEETON oN
‘TorTs § 99, at 697 (Sth ed. 1984).

35, RESTATEMENT (S¥cowp) oF Torts § 402A et J.

36, As might be expeeied, the same sandard applies to 2 fajlure-towarn ease premised on
breach of implisd warranty. E.g., Back v. Wickes Corp,, 375 Mass, 633, 378 W.E.2d 964, 969 (1978);
Dechello v, Johnson Enterprises, 74 Md, App. 228, 236, 336 A.2d 1203, cert, denizd, 312 Md. 601
(1988), '

37, Zenobig, 325 Md, ar 433,

38, Borel v, Fibreboard Paper Prods, Corp., 493 F.2d 1076, 1089 (5th Clir, 19739, cerr, denied,
419 .5, 869 (1974). See Wooderson v, Ortho Pharmaceutical Cerp., 235 Kan. 387, 681 P24 1038,
1057, cert. denied, 469 175, 965 (1 D84); 1 L. FruMer & M. FriEDMAN, PropucTs LIABILITY
§ 2.2201], ar 2-1062-64 (1990) (collecting cagsee).
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¥ manufacturer’s knowledge is measured as of the time the drug is distrib-
i uted.* The presence or absence of expert knowledge is called “state of the
art” evidence.

As recognized by Professor Prosser, it is plaintiff’s burden to prove that
T the manufacturer knew or should have known of the danger.*® Other com-
] mentators have taken the position that state-of-the-art is an affirmative
i defense.** In Maryland, state-of-the-art is not an affirmative defense. “As
defectiveness is an element to be proven by the plaintiff, the knowledge or
state of the art component is not an affirmative defense.””*

D. The Advantages of Comment j

Both Comment k and Comment | offer exceptions to the basic rule set
out in section 402A of the Restatement. In situations governed by these
'«q‘l exceptions, manufacturers are held to the standard of “reasonable care.”
‘ In a failure-to-warn case involving a drug released for use without pre-
scription, Comment j is the preferable defense. Case law demonstrates the
~ uphill battle that must be fought to persuade courts that all Rx drugs are
“unavoidably unsafe” and of great social utility.*® Courts are likely to be
even less receptive to designating a switched OTC drug as “unavoidably
: unsafe.”

Moreover, it is more efficient to build a defense based on Comment .
Unlike the Comment k defense, there is no need to run the gauntlet of a
risk/benefit analysis in order to qualify for application of the negligence
standard. Instead, analysis under Comment j cuts out that initial step and
has as its sole focus the adequacy of the warning,

Comment j may offer another advantage in terms of proof. “Comment k
is an affirmative defense, and the defendant bears the burden of proving
its applicability.”* However, Comment j is not an affirmative defense in
i some states and it places the burden of proof on the plaintiff.

39 See Brown, 751 P.2d at 477 n.8; Chambers v. G.I0. Searle & Co, 441 F. Supp. 377, 381 (D.

| Md. 1975) (“{Tlhe manufacrurer’s duty to warn must be measured by the information available on

the date when the drug was preseribed and used. Dates are thus vitally impariant as there js no duty

10 warn of unknown or unloreseeable risks, and the quesiion is wheeher the tisk was knowable or

reasomably [oreseeable at the time when the plaintilf was sull wking the drug.”), aff'd per curiam,

567 F.2d 269 (4th Cir. 1977).

i‘ 40. TFProsser awp Keevow on TorTs, fupra noewe 34, § 99, at 697.

i 41, C. Marvel, Arnotatien, Strict Products Ligbiliey: Linility for Failure to Warn as Depen-
dent on Defendant’s Knewledge of Danger, 33 ALR., 4th 368 (1984).

) 42, Zeuobis, 325 Md. ar 458-39 n.B.

i 43, See, eg, West v, Searle & Co., 305 Ark. 33, 606 $.W.2d 608 (199)) (comment k is not

meant 1o be & blanket exception lor all preseription diugs); White v. Wyeth Lak!, 40 Objg 5t 3d 390,

533 N.E.2d 748, 752 (1988) (prescription drugs not given per se exemprion from strict Hubility under

! Comment k); Casirignano v, B.R. Squibb & Sens, Incy 546 A24 775 (R 1. 1988) (Comiment k pro-

ﬁ tection to prescripuen drugs to be decided on a case-by-case basis).

i 44 Allen v, G.D. Searle & Co., 708 F. Supp. 1142, 1149 (D. Or. 1989); West v. Searle & Co,,

?05 .Asrlc. 33, 806 5.W.2d 608 (1991); Toner v. Lederle Lab., 112 Idaho 32§, 732 P.2d 267, 307

1987).
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IIl. ADEQUACY OF WARNING

A manufacturer who has gained approval of a Rx-10-OTC switch is
marketing a drug with an established rack record. Its history of wide-
spread use is likely to reflect an excellent safety profile. Extensive clinical
information should be available on rare events, delayed effects following a
latency period, drug and food interactions, and population groups with
allergic reactions.

The FDA has a cautious attitude toward switches, “placing greater em-
phasis on adequate labeling.”*® The Director of FDA’s Division of OTC
Drug Evaluation has indicated that “more attention must be paid to edu-
cating target groups—especially the elderly, pregnant women, and chil-
dren.”*® Thus, OTCs place a greater burden on consumers to make risk/
benefit decisions,

Labeling is the safeguard to allow consumers to self-medicate. OTCs
must be sufficiently labeled to allow safe use by lay persons without inter-
vention by a physician, The goal is to achieve a meaningful and compre-
hensive warning without information overload,

A. Adeguacy as a Matter of Law

The question often encountered is whether a warning is “legally ade-
quate” or not. A trial may be avoided if the warning is sufficiently clear
and comprehensive. The court may determine, in a summary judgment
context, legal adequacy as a matter of law.%7

B. Anticipated Labeling Attacks

It can be anticipated that future plaintiffs will contend that warning
issues concerning OTC drugs cannot be determined as a matter of law.
This argument may be grounded on the following points:

* Plaintiff did not read the warning label.

* Plaintff did not think an OTC drug was harmful and therefore did
not rely on the warning label.

* ‘The warning label lettering was so tiny as to require a magnifying
glass.

* Plaintiff's medical expert says that the drug was so dangersus no
warning would be sufficient.

45, Siegelman, supro now 2, at 40-41.

46. Id. at 41. In 1982 the FDA issued & regulation providing [or warnings op sysemically
ahsorbed OTC drugs for pregnant or nursing women by requiring the following language: “As with
any drug, if you are pregmant or nursing a baby, seck the advice of a health professional before using
thie product.” 21 CFR. § 201.63(a) (1993). Additional labeling requirements for OTG drugs in-
clude such generic warnings as “Keep this and all drugs out of the reach of children.” Jd, § 330.1(g).

47, E.g., Fanc v, Zimmer, Ing, 927 F.2d 124, 129-30 (2d Cir, 1991); Mazur, 767 F. Supp. 2t
697, aff'd, 964 F.2d &1 1348 (3rd Cir. 1992); Bealer v. Holfmann-La Roche, Ine., 729 F. Supp. 43
{E.D. La. 1990) (Accutane warnings edequate az a mansr of law).
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* No layman could be expected to evaluate the seriousness of the risk;
the drug should not be available QT'C because of the need for supervi-
sion and control by a qualified physician.

» FDA-mandated warnings merely set minimum standards.

The discussion that follows containg necessary principles and arguments
for responding to these points.

C. Learned Intermediary

As usually formulated the “learned intermediary” doctrine applies to
Rx drugs, as distinguished from OTC drugs sold directly to the consumer.
It is well established that the manufacturer’s dury to warn is limited to
advising the prescribing physician of the drug’s potential dangers.®® The
rationale underlying this defense is that when a patient receives a drug
through his or her doctor, the doctor weighs the risks and benefits and
makes the decision to administer that drug. If the learned intermediary
doctrine does not apply, the general rule applies that the ultimate con-
sumer must be warned.

Once a Rx drug is switched to OTC status, three situations may arise
in which the learned intermediary doctrine should apply: (1) where a pa-
tient continues to purchase the drug based upon the advice of his physi-
cian, (2) where the patient purchases the drug for the first time based
upon his doctor’s recommendation, and (3) where the labeling bears the
warning to seek medical advice before using the product or for continued
use of the product. In these situations the rationale underlying the dac-
ring—an intervening professional judgment—remains intact, The defense
should be asserted.

Support for the continued viability of the “learned intermediary”™ de-
fense can be drawn from cases involving doctors who fail to read the Jabel-
ing on Rx drugs. Many courts have required proof that the failure to
warn caused the injury. In other words, plaintiff must prove that the pre-
scribing physician would have responded to a warning by avoiding the
treatment which resulted in the injury. If the doctor would not have
heeded an adequate warning, there is insufficient proof of causation to
impose liability on the manufacturer.*®

48. Epg. Westv. Searle & Ca., 806 5.W.3d 608, 612 (Ark. 1991): Felix v. Hallmann-La Roche,
Ine., 540 So, 24 102 (Fla. 1989); Savina v. Sterling Drug, Ing, 795 P.2d 915, 929 (Kan. 1990); Tracy
v. Merzell Dow Pharmaceuticals Ine., 569 N.E.2d §75, 878 (Ohio 1991); Coyle v. Richardson-Mer-
rell, Inc., 526 Pa. 208, 584 A.2d 1383 {1991); Weinbcrger v. Bristol-Myers Co., 652 F. Supp. 187,
18990 (D. Md. 1966); McKes v. American Home Prods. Carp., 782 P.2d 1045, 1049 {Wagh. 1989},

49, Jee, ez, Thomas, 943 F.2d at B11-14; Mampe v. Ayerst Lab,, 548 A.2d 798 (D.C, App.
1988) (allirming summary judgmemt for manufacturer where preseribing doctor did not rely on
Antabuge warning Jabe] 25 & souree of information about possible adverse reactions); Swanback v.
Parke, Davis & Co., 502 F. Supp. 772 (W.I. Va. 1980), eff'd, 657 F.2d 642 (4th Cir. 1981);
Chambers v, G D, Searle & Co., 441 F, Supp. 377 (D, Md. 1975), aff'd, 567 F.2d 269 (4h Cir,
1977); Douglas v. Bussabarger, 73 Wazh. 2d 476, 438 F.2d 829 (1968). But sz Garside v. Oseo
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As to OTC drugs, plaintiff must show that in the face of a proper
warning he would not have used the drug. If a consumer testifies that he
or she did not read the labeling and instead relied upon the doctor’s ad-
vice, the manufacturer should prevail because the warning would not have
affected the consumer’s decision to use the drug,

In other circumstances the learned intermediary doctrine will not he a
plausible defense. To the extent the decision to purchase a drug was influ-
enced by advertising that fails to mention the need to consult with a physi-
cian, it would appear that the doctrine does not apply. For this reason, it
is wise for drug manufacturers to urge users to consult a doctor upon
experiencing any symptoms that are unusual or that seem unrelated to the
condition for which the drug is taken.

The learned intermediary defense would not be available if a consumer #
and first-time user purchased a switched OTC drug, and received no
medical advice or any admonition to seek medical advice prior to use. It
should be expected that courts will find a direct duty to warn the con-
sumer where the decision to use the drug was that of the consumer and
not of a doctor. ;

There are some courts, however, that have held that the duty to warn of ;
risks arising from use of an OTC drug may not be discharged by merely
instructing the user to consult his physician.® A significant prohlem in ‘
this regard is the commonplace assumption by consumers that OTC drugs
are safe to take. The court in Torsiello discussed the manufacturer’s dury
to warn OTC drug users:

In gur view, the duty of the manufacturer explicitly to warn con-
sumers of the specific risks of over-the-counter drug use derives from
the basic marketing predicate of the over-the-counter drug industry,
namely, that nonpreseription drugs are purchased by consumers for
the purpose of self-medication typically without any intended or ac-
tual intervention by a physician. The consuming public may well
appreciate that an inherent risk of self-medication is delay or failure
in obtaining professional attention for an ailment requiring mare
than simply symptomatic relief. Bur it has also heen led to believe
that while the over-the-counter producr may not prove ultimately
helpful, neither will it harm if taken as directed. Indeed, a jury
would be justified in concluding that the advertising and mass mar-
keting techniques involved in selling aspirin to the consumer are cal-

Drug, Inc, 976 F.2d 77, 83 (1at Cir. 1992) ("[A] physician's statement about what she/he would
have done in the face of an adequate warning raises a credibility issue which muse be- decided by a
Jury™).

30. Tarsiello v. Whitchall Lab., 165 N_J. Super. 311, 398 A.2d 132 (1979) (Anacin user advised
ta consult physician if pain persisied for more than 10 days or rednsse was present), cert. denied, 81 |
N.J. 50 {197%); Michasl v. Warner/Chilcote, 91 N.M. 651, 57¢ 2.2d 183 (N.M. App. 1578) ,
(“Sinutab" user was advised thar medicadon may cause kidney damage and instructed not 1o take i

i
|

regularly for longer than 10 days withour consulting physician).
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culated to assure the public of its essential innocuousness and inher-
ent safety ®

Even if a user consults a physician, the manufacturer must warn the
consumer of “all known specific and appreciable inherent product dan-
gers.”®* According to Torsiello, a label instruction to consult a physician

may be insufficient.

A consumer of over-the-counter drugs is, as it were, self-prescribing
and is intended, expected, and indeed encouraged by the drug indus-
try to do so. He must therefore, also be given such information by
the manufacturer as will permit him to self-prescribe with a mini-
mum of risk. Thus, a warning merely instructing a user to consult a
physician as to the produet’s use is in this context, construable as no

warning at all.®?

Torsiello is subject to criticism for presuming to take Jjudicial notice of
how consumers as a whole view OTC drugs as safe, but then refusing to
acknowledge the responsibility of users to take such drugs as directed, and
to follow the clear directive of the labeling to consult their physicians
under specified conditions, As discussed in the pext section, a well estab-
lished principle of products lability law is that users are obligated to read
and heed warning labels. Torsiello ignores this principle and, in effect,
condones the gross misuse of OTC drugs.

The deliberate failure to read a warning label would seem to be a form
of assumption of the risk. “The dectrine of assumption of the risk pre-
vents a plaintiff from recovering in a products ltability action if the plain-
tff’s decision to proceed in the face of a known danger, rather than the
product defect itself, constitutes the proximate cause of any resulting harm

to the plaintiff,”s

D. Warning Defenses Based on Duty to Read Label

The key to safe and effective use of OTC medications is paying close
attention to their labels. A manufacturer is entitled to assume that its
warning will be heeded.® Corment j to section 402A provides that a

51, 393 AZd al 137-38.

52, Id, arv 139,

53, Jd. ar 14D,

54, Southland Corp. v. Marley Co., 515 F. Supp, 881, 887 (D, Md. 19933,

33. Jee, a4, BR. Squibb & Sens, Inc. v, Cox, 477 So. 2d 963, 971 (Ala. 1985y (“[A] plainiiil
whe dees not resd zn allegedly inadequate warning cannei mainlain a negligent-ailure-to-ade-
quately-warn zetion wnlesy the nature of the alleged inadequacy is such that it prevents him from
reading."); Busheng v. Garman Co,, 311 Ark. 228, 843 5. W.3d 807 (1992) (plaintils failure to read
warning labels precluded claim of inadequate warnings); Flewher v. Raymond Corp,, 623 A.2d B45
{Pa. Super. 1993) (“Where waming is given, the seller may reagonably assume that il will be read
and heeded; and a producy bearing such a warning, which is sale for use if it is followed, is nat in
defeciive condiden, nor is it unreaspnably dangerous.”) (quoting REsTATEMENT (8econD) oF TorTs
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product bearing “a warning, which is safe for use if it is followed, is mot
in defective condition, nor is it unreasonably dangerous.”®® Thus, drags
cannot be considered defective if plaintiff fails to read adequate instrue-
tions or warnings;® the cause of injury is the failure to read and heed the
instructions or warning, not product defect. “One who reads the warning
and then proceeds voluntarily and unreasonably to encounter the danger
thereby made known to him will assume the risk of that danger.”*® How-
ever, if no warning is given or the warning is inadequate there is a rebut-
table presumption that the failure to warn was the proximate cause of the
plaintiff’s ingestion.®®

1. Warning Content

As to prescription drugs, “{tlhe labeling shall contain 2 summary of the
essential scientific information needed for the safe and effective use of the
drug.”® “Knmown hazards and not theoretical possibilities shall be
listed,’®* and warning labeling “shall describe serious adverse reactions
and potential safety hazards.”®® However, “[t]he labeling shall be revised
ta include a warning as soon as there is reasonable evidence of an associa-
tion of a serious hazard with a drug; a causal relationship need not have
been proved.”®*

A Rx drug switched to OTC status has an entirely new audience. A
manufacturer can no longer rely on its warning literature being read and
interpreted by highly educated and trained physicians. The average con-
sumer is not trained in medical terminology and may not appreciate the
consequences and potential severity of certain complications.®* Thus, 2
concerted effort must be undertaken to rewrite the package insert so that
all known specific dangers are made reasonably comprehensible.®®

§ 402 emt §).

55, EperTaTEMENT (GEcOND) of TorTs § 402ZA emt j (emphasis added).

57. The FDA requires conspicuous waming statements for OTC drugs. 21 C.F.R. § 362.10
(“Necessary warning statements should appear in the lateling prominently and conspicuously as com-
pared 10 other words, statements, designe . . - M

ca.  Ellsworth v, Sherne Lingerie, Inc., 30% Md. 581, 598 n.12, 495 A.2d 348 (19B5).

59. E.g., Knowlion v. Deseret Med,, Int., 930 F.2d 116, 123 (1st Cir, 1991); Reyes v, Wyeth
Lab., 495 F.2d 1264, 1281 (5th Cir.) {“[Wlhere & consumer, whose injury the manufacturer should
have reasonably foreseen, it injured by a produet sold withaut a required warning, 2 rehubable pre-
sumption will arise that the tonswmer would have read any warning provided by the manulactures,
and acted 50 a5 1o minimize the risks.”), cert. denied, 419 1.5, 1096 (1974). Bui see Thomas, 949
F.2d at §13-14 (declining to recoghize the presumption under Mississippi law with respect 10 "una-
voidable risks'™y; Odom v, G.D. Scarle & Co., 979 F.2d 1001, 1003 (4th Cir, 1992).

¢0. 21 CFR. § 201.56()

61, Jd. § 201L.57(d).

g2 Id. § 201.57(e).

63. Id.

&4, See MacDenald v. Ortho Pharmacewical Corp,, 394 Mass. 131, 475 N.E.2d 65 (1985} (ade-
quacy of warning desmed 2 jury question because patent package inscrr, although deseribing riske ol
“igbnormal blood cloting which can be fatal,” failed to make specific mention of the risk of stroke),
cert. demied, 474 T1.5. 920 (1985).

G5, Ses 21 QPR § 201.100(d), -.56, -.57.
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For OTC drugs, the labeling must state “the intended uses and results
of the product; adequate directions for proper use; and warnings against
unsafe use, side effects, and adverse reactions in such terms as to render
them likely to be read and understood by the ordinary individual, includ-
ing individuals of low comprehension, under custormary conditions of
purchase and use.”®® Advertising and marketing expertise should there-
fore be focused on drafting a warning in understandable terms. It may be
possible to convey important points through use of graphics,

E. Foreseeable But Unintended Uses

As more drugs move from Rx to QTC there is an increased risk of drug
interaction and misuse. If misused, every OTC drug can become a poten-
tial hazard. Problems that might be encountered include choosing the
wrong medication, taking too large a dose, and becoming addicted. Al-
though unforeseeable misuse is a defense, foreseeable misuse is not.®

Comment k to section 402A states that where a manufacturer “has rea-
son to anticipate that danger may result from a particular use . . . he
may be required to give adequate warning of the danger . . . and a prod-
uct sold without such warning is in a defective condition.”®® Although the
ordinary meaning of “misuse” is a use different in kind than intended,
misuse in the context of strict liability cases has been defined as “a use not
reasonably foresecable.”* Concurrent use of widely-used drugs is likely to
be deemed foreseeable.™ Liability claims arising from drug interactions
thus should be anticipated, and labeling should include specific warnings
concerning the interactive properties of the drug,

F. Non-Indicated Use

There should be no manufacturer liability if a drug is prescribed for a
non-indicated use.” Likewise, a manufacturer should nor he held respon-
sible if an OTC medicine is uszed for an unforeseen, non-indicated use.

66 Jd. § 330,10(a)(#)(¥).

G7. Knowlten, 530 F.2d at 120 (catheier designed for venipunciure used in open-heart surgery);
Ehillips, 869 F.2d aL 409,

68. ResraTEumenT (SECOND) oF TorTs § 402A omt. k.

69, See Ellmworth, 303 Md. ar 581, 495 A.2d ar 348,

70. Sge Ashman v. EK&F Lab Co., 702 F. Supp. 1401 (N.D. DIl 1988) (assuming without
detiding that co-adminisiration of Tagamet with Halcion was foresecable).

71. Ser York v. Union Carbide Corp., 586 N.E.2d 881, 867 (Ind. App. 3 Dist. 1992) (A manu-
facrurer is legally bound 1o design and build products which are reasonably safe far the purpose lor
which they are inlended.™); Robak v. Abbon Laboratories, 797 F. Supp. 475, 476 (D. Md. 1992)
("[W1hen a physician decides to dispense an ethical drug [or a condition Tor which It is nev indicated,
the manufacturer should not be held responsible for the consequences on any product lability theory
under Maryland law.”). But see Medics Pharmaceutical Corp. v, Newman, 190 Ga. App. 197, 378
5.E.2d 487 (1989) (defendant did not market DES [or pregnancy use, buu evidsnes was prescated
whieh allowed jury to infer that defendant knew or should have knewn that DES was regularly
prescribed o prevent miscarriages), cert. demied, 493 ULS. B24 (1989).

o
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G. Idiosyncratic Response

Liability may attach if the manufacturer fails to warn in the face of
actual knowledge that a product might cause harm to an identifiable class
of sensitive users. However, there is no duty to warn of the possibility of a
rare or unusual allergic reaction. For instance, plaintiff cannot recover if
plaintiff is the only person in the entire history of marketing the drug who
has sustained the claimed injury.”™

H. Tampering

An OTC drug manufacturer need pot warn that its product is suscepti-
ble to criminal misuse. In a Tylenol tampering case, the court upheld the
position that

[m)anufacturers, of course, are¢ under a duty to warn of the dangers
that may be associated with the normal and lawful use of their prod-
ucts. A manufacturer need not warn that its product may be suscep-
tible to criminal misuse, however, or that certain of its products may
he more susceptible to such tampering or the like than others.™

Significantly, the court further held that the manufacturer was not liable
under a design defect theory (that its packaging was not tamper-resistant
enough) because it met FDA requirements for tamper-resistant
packaging.”*

1. Duty to Warn in Foreign Languages

Federal regulations require that warnings be in English.”® However, in
Ramirez v. Plough,™ an intermediate appellate court in California held
that an English-only warning did not adequarely inform a non-English
literate person. The product in that case was manufactured and sold in

72. Ses, g, Addman-Tremblay v, Jewel Cos, Inc, 859 F.2d 517 (7ih Cir. 1988) (summary
judgment affirmed in favor of defendants who sold over 1 million antificial fingernail kits, and plain-
LEFs was the only reported adverse reaction); Burlinson v. Warner-Lamber: Co., 842 F.2d 991 {Bth
Clir. 1988) (summary judgment alfirmed in favor of cough drop manulacturer where plaintilf sullered
severe allergie reaction; manufacturer had reeeived no prior reports of allergic reaction, and warning
would not have provented reaction because plaintilf did not kanow she was allergic to the menthol in
the 1ables); Freeman v, United $iaces, 704 F.2d 154 (S5th Cir. 1983); Chambers v. G.I), Searle &
Co., 441 F. Supp. 377, 380 (D. Md. 1975) (A manufaccurer cannot be required under a thenry of
breach of impliad warranly, (o insure against the suseepuibility of a particular individual. Is duty is 10
reasonebly guard against probabilities not possibilities.”), afftd per curiam, 567 F.2d 269 (4th Cir,
1977); Griggs v. Combe, Inc., 456 5.E.2d 790 (Ala. 1984); Presbrey v. Gillewe Co., 105 Il App. id
1062, 435 N.E.2d (1982).

73. Elgroth v. Johnson & Johnson, 700 F. Supp. 151, 167 (S..N.Y. 1988).

74, In 1982 the FDA adopled requirements for tamper-resistant packaging of OTC drugs. See
21 C.FR § 211132,

75, Id. § 201.15(c). .

76. 9 Cal. App. 4th 1895, 12 Cal, Rpir. 423, cert. granted, 15 Cal. Rptr. 679, 843 P.2d 624
(1992).

oW # | AT b | = A g

R




Jl m
byt B
II MMMMWM.." At e 4 . - R -

1993 FRODUCT LIARILITY AND OTC DRUG CATEGORY 335 b

the United States and contained an FDA-mandated warning concerning
Reye’s Syndrome.

The decision in Ramirez, if not overruled by the California Supreme
Court, has potentially far-reaching consequences. Plough'’s evidence :
showed that over 148 foreign languages are spoken in the United States, ‘
and that over 23 million Americans speak a language other than English
in their homes. Mulilingual labeling would seem to be physically impos-
sible, yet, absent warning labels in multiple languages, a manufacturer
could be subject to potential liability. It seems self-evident that Plough is
correct in arguing that the burden on manufacturers and society of requir-
ing additional warnings would be staggering.

J. Design Defect

An adequate warning for a prescription drug does not necessarily fore-
close a design defect case.” In a design defect case, section 402A requires
a weighing of the benefits of the challenged design against the risk of
danger inherent in the design,™ and the question is “whether a manufac-
turer, knowing the risks inherent in his product, acted reasonably in put-
ting it on the market.”™ The plaintiff has the burden of proving that =
safer design was feasible. 90

As applied to drugs, the design defect theory essentially seeks to prove
that the risks outweigh the public interest in the availability of the drug.
In other words, plaintiffs theory is that the FDA erred in allowing the
Rx or OTC drug to be marketed. Recognizing the potential for adverse
social consequences, several courts recently have denied recovery under the
design defect theory.®! As noted by the Fifth Circuit:

[Wle cannot avoid the fact that the products liability system plays a
dual role of compensating injured victims and regulating products, If
we permit the subjective opinion of a single expert to create a genu-
ine issue of fact in the face of the decisions of the FDA and
thousands of physicians so that a particular plaintiff can recover, we
would be denying access to Accutane for hundreds of thousands of
acne sufferers,s?

With respect to an FDA-approved product one court has held that, as a
matter of law, there is no design defect where there is 4 Strong consensus

77. See Abbowt v. American Cyanamid Co., Bdd F.od 1108, 115 (4th Cir.), eert. denied, 438
U.5. 908 (1088).
" 8. Shanks v. Upjohn Co., 835 P.2d 1189, 1194 (Alaska 1992), :
ﬂ 72, Singlewon v. Inernational Harvester, 685 F.2d 112, 115 (4th Cir. 1981), See Reyes, 498 F.2d i

ar 1773,

;;I 80. Fana, 027 F.2d at 128 ‘
/ Bl. Sz Thomas v, Holfmann-La Roche, Inc,, 949 F2d 506, 816 (5th Gir, 1992); Pease v,
Ameriean Cyanamid Ca., 795 F. Supp, 755, 759 (D. Md 1992).
»i 82, Thamas, 949 F2d ar 816.
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among physicians and scientists who have studied the issue that the prod-
uct is safe and effective.®® “[Wlhege the weight of scientific knowledge
supports the judgment reached by the manufacturer who is marketing a
socially desirable product, the law cannot permit a jury merely to substi-
tute its own judgment that another product, preferred by plaintiff’s ex-
perts, would be better, '

IV. PreempriON DOCTRINE

Courts uniformly have rejected preemption arguments based on FDA
regulation of Rx drugs. However, recent developments indicate a new re-
ceptiveness to the “specific preemption doctrine” which may apply to both
Rx and OTC drugs. Some Rx and OTC drugs may be defended on the
basis of specific preemption of state tort actions based on failure to warn
or design defect.

Preemption doctrine is based on the Supremacy Clause of the U.S.
Constitution.®® The Supremacy Clause invalidates state laws that “inter-
fere with, or are contrary to” federal law.®® State law can exist in the
form of common law, statute, or regulation.®” Federal regulations have the
same preemptive effect as federal statutes.® There iz a strong presump-
tion against federal preemption of state law.*® The burden of establishing
preemption is on the party seeking to give the statute or regulation that
effect.®® Preemption turns on the intent of Congress and on the effect of
the conflicting state law.

There are three circumstances in which state law may be preempted. In
the first, intent to preempt may be express; a federal statute may contain a
provision that explicitly supplants state authority.®® Second, despite the
absence of express federal language, state law may be deemed impliedly
preempted. Implied preemption comes in many forms.*® State law may, be
preempted when Congress has chosen to eccupy a particular field and “a
scheme of federal regulation is ‘so pervasive as to make reasonable the
inference that Congress left no room for the states to supplement it.’ % If
the scheme of federal regulation is so pervasive as to evidence an intent to
occupy a given field, any state law falling within that field must yield,

83, Ser Pease, 795 T. Supp. a1 755,

84, Id. at 759.

85, TU.B. CowsT. art. VI, ol 2

B6. Hillsbarough Co. v. Automated Med, Labs, Inc, 471 U5, 707, 712 (1985),

87. Taylor v. General Motors Corp,, 875 F.2d 816, 824 n.16 (11th Cir. 1989) (“The imposition
of damages under sale tort law has long been held to be a form of stawe regulation subject to the
supremary clavse.”), cert. denied, 494 ULE. 1065 (1990},

68, Hillsborough, 471 TS5, a 713,

B9. Rice v. Sanla Fec Elevator Corp.,-331 ULS, 218, 223 (1947),

90. Ser Silkwood v. Kerr-MeGer Corp., 464 TLS, 238, 255 (1084).

91. Wiscongin Fub, Intervenor v, Morter, 111 5. Cr. 2478, 2481 (1991).

92. French v. Pan Am Express, Ine, 869 F.2d 1, 2 (Ist Cir. 1989) ("The concept . . . has a
certain protean quality which renders pigeonholing diffienh.™,

93, Wisconsin Pub. Intervenor, 111 8. Cu. at 2481, guoting Rice, 331 US. ay 230,
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Finally, even where the field is not occupied, a court may still infer
preemption to the extent state and federal law conflict. This may occur
when “compliance with both federal and state reguiations is a2 physical
impossibility,” when federal law implies a barrier to state regulation,®®
or when state law “stands as an obstacle to the accomplishment and exe-
cution of the full purposes and objectives of Congress.”®®

A.  Express Preemption

Unlike parts of the Federal Food, Drug, and Cosmetic Act (FDC
Ac)® pertaining to drugs, the Medical Device Amendments of 197628
include an express preemption clause relating to medical devices.®® Two
circuit courts recently have held that this legislation expressly preempted
product liability claims by virtue of the FDA’s approval of the product at
issue (Zyderm, a Class IIT medical device used o correct wrinkles and
skin deformities).**® There is no basis for arguing that Congress expressly
preempted state tort law concerning OTC warning labels

B. Implied Preemption

The intent to preempt state tort claims based on inadequate labeling
may be implied if Congress occupies an entire field or if there is actual
conilict between state and federal law. Federal preemption can be based
either on the comprehensive federal regulation of OT'C drugs or on the
conflict between state tort law and FDA regulations.

To appreciate the viability of the implied preemption argument, it is
helpful to understand the various FDA regulations that bear on this issue,
For the sake of inspiring or facilitating some future motion for summary

Jjudgment, a lengthy description of the comprehensive scheme is set forth
below.

1. Comprehensive FDA Regulation

The Commissioner of the FDA is charged under the provisions of the
FDC Act and applicable regulations with determining that an OTC drug
product is safe, effective, and not misbranded. OTC drugs are subject to

Y4, Florida Lime and Avocadg Growers, Inc. v. Paul, 373 U5, 132, 14243 (1963).

95, Louisiana Pub, Serv. Commn v. FCG, 476 U.8. 355, 368 (1986).

96. Hines v. Davidowitz, 312 T.5, 52, 47 (1941).

97. Pub. L. No. 75-717, 52 Star, 1040 (1938), as amended 2 U.5.C. §§ 301-393 (Supp. 1992).
98. Pub. L. No. 24-205, 90 Srae. 540 (1976),

99, Ser 21 US.C. § 380k, .

100, See Siamps v. Collagen Corp., 984 F.2d 1416 (Sth Cir. 1993 King v. Coliagen Corp., 083
F.2d 1130 (1= Cir. 1993, ‘

101.  Abbett v. American Cyanamid Ca., 844 F.2d 1108 (4th Cir.) ("[W)hen preemption by regu-
tation is considered, courts are reluciant to find preemprion by federal regulations when the agepcy
does not make very clear an intenr of precmpiion since agencies normally address problems jn a
deiafled manner.®y, cerr. dended, 488 11.5. 908 (1988),
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FDA regulations and monograph requirements.’®® Section 330.1 of titl
21 of the Code of Federal Regulations contains the general conditions fo:
an OTC drug to be recognized as safe, effective, and not misbranded.2°* T
provides that an OTC drug “is not misbranded if it meets each of the
conditions contained in this part and each of the conditions contained in
any applicable monograph.”** In pertinent part, three conditions are set
forth in section 330.1:

* The product must be “labeled in compliance with Chapter V of the act
and Subchapter C ¢ seq. of this chapter [Part 201-Labeling].”2%

= The label must contain ir a “prominent and conspicuous location” the
indications ‘that have been established in an applicable final mono-
graph. Indieations information must be stated in “the exact language of
the monograph,’ 108

* "The advertising for the product prescribes, recommends, or suggests
its use only under the conditions stated in the labeling, 107

Section 330.10 of title 21 of the Code of Federal Reguiations sets forth
the administrative procedures for classifying OTC drugs as generally rec-
ognized as safe and effective and not misbranded, and for establishing
monographs. The Commissioner is directed to assemble panels of quali-
fied experts to advise him, inter alia, on OTC drug labeling and the pro-
mulgation of monographs setting forth the conditions for recognition as a
safe, effective, and nonmisbranded drug?® In determining “safety” the
following standard applies: “Safety means a low incidence of adverse reac-
tions or significant side effects under adequate directions for use and
warnings against unsafe use as well as low potential for harm which may
result from abuse under conditions of widespread availability.”*%" Regula-
tions require that drug labeling contain “adequate directions for proper

use and warnings against unsafe use, side effects and adverse reactions
7130

2. Rx-t0-OTC Suwitch

A. drug which is habit-forming, toxie, or potentially harmful, or that
cannot be used safely unless under a physician’s supervision, must be dis-
pensed by preseription.?*? To market 2 drug OTC, a manufacturer may

102, 21 CF.R. pt 330 & seg.

103, Id § 3301,

104, Jd.

105, Jd, § 330.1(c)(1).

106, Jd. § 330.1(c)(2)05).

107, Id § 330.1(d).

108, Id. § 330.10(a).

109, Jd. § 330.10(2)(4)(0).

110. Jd.

111, 21 USC § 353(b)(1)(A)-(C).
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choose to comply with the final OTC menograph or may go the new drug
application (NDA) route.

a.  Supplemental NDA. A drug that is restricted to Rx status under
the FDC Act can achleve OTC status if the agency finds that preserip-
tion-dispensing requirements for the drug “are not necessary for the pro-
tection of the public health by reason of the drug’s toxicity or other poten-
tiality for harmful effect, or the method of its use or the collateral
measures necessary to its use, and . . , finds that the drug is safe and '
effective for use in self-medication as directed in the proposed labeling, "1 !

One methed of transfer to OTC status is through approval of a supple-
mental NDAME A drug so transferred continues to be viewed as a new
drug until it is used for a “material” time under its approved OTC condi-
tions for use. Once this requirement is met, the manufacturer may petition
the FDA to include the product in a final monograph. If the petition is
granted, the OTC NDA is withdrawn and the drug is classified as an
“old drug” subject to the OT'C monograph requirements.*4

.  Monograph Review. An alternate method of achieving an OTC
switch is via the OTC monograph review process. This approval process
usually consists of three stages of review, First, the advisory review panel
is directed to inform the FDA Commissioner of its conclusions and recom-
mendations concerning the conditions under which the OTC drug is gen-
erally recognized as safe, effective, and not mislabeled.®® The advisory
group does not approve an OT'C-switch unless it concludes that the drug
is safe and effective, The panel’s report to the Commissioner must include
a proposed monograph which may include conditions as to “warnings and
adequate directions for use.”**® Second, the FDA publishes a “tentative
final monograph” presenting the agency’s initial position on the drug’s
safety and effectiveness.’*? Third, after an extensive comment and review
period, the FDA publishes a final monograph that establishes the condi-
tions under which a drug is considered safe and effective,’*® “Any product
which fails to conform to an applicable monograph after its effective date
i liable to regulatory action.’””*®

Nz, 21 C.FR. § 310.200(b). .
113, fd. A swinh propesel may be initiated by the Commissioner or any interasted person. Id.
200(b).
114, [d..
115, Id. § 330.10(a)(5).
116, Id. The FDA's nonpreseription drug advisory panel subjecis Rx-to-0TC swiich applications
1o rigorous scrutiny. Twa top swilch candidares (Naprosyn, an arthritls pain reliever, and Tegamet, a
hearthurn medication) recently ailed w win panel approval. See WaLL ST, J., Oct 22, 1993, at B1.
Uhiimately, approval of these proposed switch applications may be conditionsd on labeling and dosage
¢hanges, or upon addivenal clinical studies. Td.

7. 14§ 330.1002)(6)6).

116, Id § 330.10(a)(7)-(9).

119, 14 § 330.10(b).
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3. Federal Trade Commission OTC Jurisdiction

The jurisdictions of the FDA and the Federal Trade Commission
(FTC) overlap in the realm of OTC drug marketing. The FDA. regulates
QOTC drug labeling, while the FTC regulates OTC drug advertising. This
overlap in jurisdiction was described recently by the Third Circuit:

To a certain degree, the jurisdictions of the FDA and the FTC over-
lap in the regulation of OTG drug marketing. The FDA’s authority
in this field derives from the requirement that no drug may be sold
: the United States unless it has FDA approval, and then only
within the standards set by the FDA. The FIC’s authority derives
from its power to regulate any false or deceptive advertising or un-
fair trade practices, even in the OTC drug industry, To resolve is-
sues of enforcement resulting from this concurrent jurisdiction, in
1971 the FDA and the FTC agreed to a division of regulatory au-
thority: The FDA regulates the labeling of OTC drugs while the
FTC monitors the advertising for these drugs**

In American Elome Products Corp. v. Johnsen & Johnson,*** the court
noted that the FDA's control over OTC drug labeling was “pervasive and
complete,” and that “the public interest is presumed to be adequately rep-
resented by the FDA.. . . ”*% In this case, MeNeilab, Inc., the maker of
Tylenol, charged that American Home Products (AHF) had engaged in
unfair competition and deceptive advertising by failing to place warnings
on its Anacin labels that children and teenagers with viral diseases in-
curred a significant risk of contracting Reye’s Syndrome when using
Anacin. McNeilab's claim was based on the Lanham Act'?® and the State
Unfair Competition Law.'* In granting summary judgment for AHP, the
court held that the FDA’s approval of the label used by AHP precluded
the company’s liability for same: “In unfair competition actions under
state statutory or common law, it has been consistently ruled that compli-
ance with FDA warning requirements is a complete defense.”**® The
court noted that the rationale for this defense was “the need for uniform-
ity in the regulation of advertising and labeling in deference to the exper-
tise of the responsible regulatory agency.”**® It further reasoned that
FDA. approval of a precise label is a defense to a consumer’s product
liability action:

120, Sandoz Pharmaceuticals v, Richardson-Vicks, Inc,, 902 F.2d 222, 226-27 (3rd Cir. 1990}
{smphasis added), citing FDA/FTC Memorandum of Undersianding, 36 Fed Reg. 18,539 (1971).

121. 472 F. Supp. 135 S.DN.Y. 19RT).

122, Jd. at 145

195, Ch. 540, tir. VIIL, § 43, 60 Stat. 441 (1946) (codified at 15 US.C. §§ 1051-1071, 1691-
1096, 1111-1121, 11231127 (1988}

179, N.X. Bus. Law §§ 349, 350 (McKinney 1938).

125, American Home Prods. Covp., 672 F. Supp. at 144

126, ld.

o ! pm e W 25 P el




Ly .
iy

) e L
T N
A o .
k?ﬂ&%%l L G i i e oy -

1993 FRODUCT LIABILITY AND OTC DRUG CATEGORY 341

Here the FDA expressly found that there was a need for uniformity
and Reye’s Syndrome warnings on the labels of aspirin-containing
products and expressly preempted all conflicting regulations . . . .
[W]arnings on OTC drug labels should not be second-guessed by
lay juries . . . “Where the FDA has explicitly endorsed the partjcu-
lar facet of the labeling which is claimed to be inadequate, there is
presented a clear conflict between federal law pertaining to the mar-
keting of drugs in interstate cornmerce as directed by the FDA and
the local law as applied by the particular lay Jury. Federal regula-
tion of drug safety and elficacy is pervasive and complete . . . 7 If
FDA approval of the precise label used by a drug manufacturer is a
defense 10 a consumer’s product liability action, it should be, Jorti-
ori, a defense to the competitor’s action under the Lanham Adt 127

4. Actual and Potential Conflict

State court damage awards based on failure to warn constitute ad hot
dererminations of the adequacy of federal labeling standards. Such darm-
age awards can result in direct conflict with FDA-approved labels. As f
noted by one commentator who has argued in favor of FDA preemption '
of tort claims:

Juries have found pharmaceutical manufacturers liable for inade-
quate warnings where the FDA mandated, verbatim, the warning at
issue. Moreover, juries have held manufacturers lable for inade-
quate disclosure where the manufacturer’s attempts to warn against
the very adverse effect at issue were expressly rejected by the FDA
on the ground that there was no credible scientific basis for including
it in the warning, ¢

Two other law review articles joined the chorus in favor of preemption.13?
Allowance of state failure-to-warn claims would hinder the accomplish-
ment of the full purpose of FDA regulations which is to ensure uniform
labeling standards. Even if a state tort action would accomplish the same
goal as the federal statutory provisions, federal law would still preempt
the state action because “t atterpts to achieve that purpose by method
which interferes with the federal methods.”%

127, Id at 144-43 (cmphasis added), guating PRACTISING Law Inst, Foon anp Druc Con-
FLIANCE, LABELING of FDA REQUIREMENTS anD RESTRIGTIONS V. DUTY To WARN 52.53 (1943,

128. R. Ryan Siwoll, Note, A Question of Competence: The Judicial Role in the Regulation of
Pharmacentieals, 103 Harv. L. Bry, 773, 779 (1990) (footnotez qmiited), reprinted in 45 Foon
Drug Cogum, L.J. 279, 285 (1990).

129, Jee Comment, Federal Preemption of Erescription Drug Labeling: Antidots for Fharma-
ceutical Industry Overdosing on State Coun'd]ury Decigions in Froducts Cages, 22 J. Mag, L. Rev.
620 (1989); Penningion Parkeer Landen, Federal Preemption and the Drug Industry: Can Courty
Ce-ftegulate?, 43 Foop Drug Cosm. L.J. 85 (1988).

130, Papas v. Upjohn Co., 926 F.2d 1019, 1026 (11th Cir. 1991) [hereinafier Pafas T), '

i
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5. Specific Preemption

“Specific preemption” in the realm of prescription drugs has been rec-
ognized by the Fifth Circuit. In Hurley v. Lederle Laboratories ™ the
question was wherther plaintiff’s warning claims were impliedly pre-
empted under federal law. Plaintiff claimed that the manufacturer failed
to warn of possible adverse reactions to a vaccine. The court recognized
that the FDC Aet and accompanying regulations may preempt any state
law claims based on inadequacy of the warning lahel.¥* The Hurley court
considered the arguments on preemption compelling, bur not air-tight:

In the area of approving warnings, although the FDA takes an ac-
tive role in designing the warning, it remains a partially passive
agency. That is, it accepts information given by manufacturers pro-
posing the licensing of a particular vaccine, and determines a proper
warning based upon the information provided. 21 G.F.R. sections
601.2, 601.12, 601.25. A state low determination on this issue
should not be interjected to overrule the decision of the FDA. Such
a procedure would place vaccine manufacturers in a position where
they could not comply with both obligations. The FDA extensively
regulates the contents and wording of these product inserts. See 21
C.F.R. section 1201; 50 Fed. Reg, 51,108 (1985). A manufacturer
must first provide all the relevant information to the FDA, which
then devermines a warning it deems appropriate. The manufacturer
is required to print that precise warning in its product insert. Most
important, the manufacturers cannot change the langnage in the
product insert without FDA approval. 21 C.F.R. section 601.12.2%

The court concluded:

It would be patently inconsistent for a state then to hold the manu-
Jacturer liable for including that precise warning when the manu-
Jacturer would otherwise be lighle for not including it. Thus, as-
suming that the FDA has processed all the relevant and available
information in arriving at the prescribed warning, the decision as to
the proper wording must pre-empt by implication that of a state,1%¢

Accordingly, the case was remanded to determine if the manufacturer
withheld information that would have changed the FDA’s labeling
decision.

Hurley has been criticized on the basis that preemption, if applicable,
should preclude even claims that the manufacturer fraudulently withheld
information from the FDA. Where the FDA has rendered its authorized

131, 863 F.2d 1173 (5th Cir. 1988),
132, Jd. at 1179-80.

133, Jd. at 1179 {emphasiz added).
134, Id. (emphasiz added),
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expert decision on the product’s *use and labeling, it, and not some jury
or judge, is best suited to determine the factual issues and what their effect
would have been on its original conclusions, 3

Other courts have found that federal law governing the labeling of pre-
scripion drugs does not preempt state law Failure-to-warn tort claims.!%®
Relying on the Ferebee rationale,®” some courts have held that FDA reg-
ulations do not preempt state tort law. In so holding, these courts have
decided that if a state jury determines that the manufacturer should have
disclosed more information then the manufacturer can petition the appro-
priate federal regulatory agency to change its labeling. %

C. Analogy to FIFRA Preemption

Similar preemption issues have been addressed in connection with the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA).**® Manu-
[acturers have argued that FIFRA preempts state common law tort claims
based on labeling. Prior to the Supreme Court's decision in Cipollone v.
Liggett Group, Inc,'*° several courts had held that FIFRA impliedly pre-
empted common law failure-to-warn claims, ™43

Fapas I held that jury damage awards would directly conflict with
FIFRA’s regulation of pesticide labeling.

A jury determination, via a state common (law] tort judement, that a
pesticide’s labeling is inadequate results in a direct conflict with the
EPA’s determination that the labeling is adequate to protect against
health risks. Such a jury determination is also in direct conflict with
the Congressional intent that the EPA administrator determines the
reasonableness of the risk to man and the environment posed by pes-
licides, at least with respect to the labeling of pesticides. 4

The Papaes I court reasoned that allowing common law tort suits would
undermine the congressional objective of uniformity of pesticide labeling.

135 King v. Collagen Corp., 98% F.2d at 1140 (coneurring opinion).

136.  Ste Arnowaion, Federal Pre-emplion of State Common Law Produsts Linkility Claims Fer-
taining to Drugs, Medical Devices, and Other Health-Eelatsd lirms, 98 A.LR. Pgp, 124 (1990)
(eollecting eases),

137, Ber infra wext accompanying notes 144-147,

138, See Mazur v. Merck & Ce. Inc, 743 F. Supp. 239, 248 (E.D. Fa, 1990) (“[I]t makes sense
from a palicy standpoint 1o permit civil judgients to supplement federal regularions.”),

139, 67 Zran, 163 {1947), amended by Pub. L. No, 92-516, 86 5iat. 975 (1972) {todified a1 7
US.C. §§ 136 f seq. (1988 and Supp, 1992)).

Y40, 113 8. Cr. 314 (1992).

141, e Arkanszas-Plaue & Gulf Partnership v. Van Warters & Rogers, Ine,, 959 F.2d 158 (10th
Cir. 1992), vacated and remanded for Jurther consideration in lght of Cipollane, 112 5. Cr at 2608
[hereinalier Arkansas-Platte Il Papas I, 926 F.2d at 1019, vaczted and remanded for further con-
sidezation in light of Cipollone, 112 5. Cr. ar 2608; Davidson v, Velsical Chemical, 834 P.2d 931
{(Nev. 1002), Contra, eg., Thornton v. Fondren Green Apartments, 788 F, Supp. 928 (5.1, Tex,
1992) (FIFRA docs nol preempt saie law products liabiliny).

142 928 F.2d et 1024,
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A jury determination that [a) label was inadequate would require
that the manufacturer change the label or risk additional sujis for
damages, Such a change, if permitted by the EPA, would destroy the
uniformity that Congress and the EPA seeks [sic] to achieve in pesti-
cide labeling because the warning label for that pesticide would not
be based on the same ¢riteria the EPA uses to establish warnings for
all other pesticides.
L

A jury’s imposition of damages in a state tort suit premised on label-
ing claims would disrupt the methods by which FIFRA protects man
and the environment because it would inject irrelevant considerations
into the EPA’s evaluation of a pesticide and its labeling and would
second-guess the EPA’ conclusions.1?

Papas I thus refused to allow the regulatory decision on labeling to be
second-guessed by juries.

D.  Rejection of ““Choice of Reaction™ Analysis

The Tenth and Eleventh Circuits declined to follow the notorioys
“choice of reaction” rationale articulated tn Ferebee v, Chevron Chemical
Co.™** Ferebee involved a suit by the estate of an agricultural warker
which alleged that Chevron’s failure to label paraquat with an adequate
warning caused Ferebee's lung disease and death. The Ferebee court held
that the tort action was not preempted by FIFRA, on the basis that states
were granted general authority to regulate the use of FIFRA-controlled
products within state borders.1¢

Ferebee distinguished between the “direct” injunction against the states
imposing labeling requirements, and requirements which might be im-
posed by state common law. The court reasoned that the EPA’s determi-
nation that Chevron’s label was adequate for “FIFRA purposes does not
corapel a jury 1o find that the label was also adequate for purposes of state
tort law . . . "¢ The court further stared:

The verdict jtself does not command Chevron to alter its label—the
verdict merely tells Chevron that, if' it chooses to continue selling
paraquat in Maryland, it may have to tompensate for some of the
resulting injuries. That may in some sense impose a burden on the
sale of paraquat in Maryland, but it is pot equivalent to a direct
regulatory command that Chevron change its label. . . . Chevron
can comply with both federal and state law by continuing to use the
EPA-approved labe! and by simultaneously paying damages to suc-

e

143, [Id. ar 1025, :

144 736 ¥.2d 1529 (D.C. Cir. 1984), cert, denizd, 469 11.8, 1062 (1984),
145, Id. ar 1541,

146, Id, ar 1540,
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cessful tort plaintiffs. . . . Alternatively, Chevron can petition the
EPA to allow the label to be made more comprehensive.’*

Ferebee has not been directly overruled. However, the “choice of reac-
don” analysis upon which it is grounded was specifically rejected by the
Supreme Court in International Paper Co. v. Ouellette.™® In Ouellette, a
papermill in New York discharged waste effluent into a lake pursuant to
a discharge permit issued under the Clean Water Act.*® Vermont resi-
dents filed suit against the papermill alleging that the discharge consti-
tuted a “nuisance” under Vermont law. The papermill argued that be-
cause the Clean Water Act prohibited state regulation of an out-of-state
source of discharge, the plaintiffe’ nuisance suit had been preempted. The
Supreme Court agreed that the Clean Water Act preempted the nuisance
aclion.

Such penalties would compel the source to adopt different control
standards and a different compliance schedule from those approved
by the EPA. . . . If the Vermont court ruled that respondents were
entitled to the full amount of damages and injunctive relief sought in
the complaint, at a minimum the [papermill] would have to change
its methods of doing business and controlling pollution to avoid the
threat of ongoing liability . . . critically, these liabilities would at-
tach even though the source had complied fully with its state and
federal permit obligation.

L

1t would be extraordinary for Congress, after devising an elaborate
permit system that sets clear standards, to tolerate common-law suits
that have the potental to undermine this regulatory structure.'®

Other courts have been critical of Ferebee as well. As noted in Arkan-
sas-Platte I, “[a] business choice between paying damages and changing
the label is only notional.”*5* Also, as recognized by the First Circuir:

This “choice of reacrion” seems akin to the free choice of coming up
for air after being underwater. Once & jury has found a label inade-
quate under state law, and the manufacturer liable for damages for
negligently employing it, it is unthinkable that any manufacturer
would not immediarely take steps to minimize its exposure to con-
tinue liabiliry. The most obvious change you can take . . . is to
change the label 2%

147, 1d, ar 1541-42.

148, 479 U.S. 481 (1947). i

149, Pub. L. No. 82-500, 86 5tar, 816 (1988) (codified ac 33 U.S.C. §§ 1251 er seq. (1988))

150, 47% UL8. aL 495, 497, '

151, 959 F2d ar 162

152, Palmer v. Liggenr Group Ine., 825 F.2d 420, 627-28 (1st Cir. 1987) {discussing “the choice
of reaction™ analysis under the Federal Gigarette Labeling and Advertising Act).
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The court in Arkansas-Platte I held that the state tort actions based on
failure-to-warn theories are impliedly preempted under FIFRA. The
court said:

We therefore hold state tort actions based on labeling and alleged i
failure to warn are impliedly pre-empted by FIFRA a8 a matter of
law, This is by virtue of the direct conflict posed with federal uni-
form regulation of pesticides, and because we believe Congress in-
tended to occupy the field of pesticide labeling regulation. We base :
our holding on the language of section 136(v), our rejection of the 3
Ferebee court’s “choice of reaction™ analysis, and our understanding i
of the Supreme Court's construction of FIFRA in Mortier. We do
not address the district court’s holding there is no express FIFRA i
pre-emption, and emphasize our holding only concerns the narrow
issue of labeling. We do not address other state law ¢laims by AP&G
which may be pending against the defendants.?®

E. The Impact of Cipollone v. Liggett Group

At isgue in Cipollone'™ was whether the Public Health Cigarette
Smoking Act of 1969,*** or its 1965 predecessor,®® preempted common
law claims against several cigarette manufacturers. The estate of Rose Ci-
pollone alleged breach of express warranties contained in advertising, fail-
ure to warn consumers about the hazard of smoking, fraudulent misrepre-
sentation, and conspiracy to deprive the public of medical and scientific
information about smoking. As noted by the Court in Cipolione, “[state]
regulation can be as effectively exerted through an award of damages as
through some form of preventive relief. The obligation to pay compensa-
tion can be, indeed is designed to be, a potent method of governing con-
duct and controlling policy.”**" At the outset of its analysis, the Court
narrowed its inquiry, noting that “Congress’ enactment of a provision de-
fining the pre-emptive reach of a statute implies that matters beyond that
reach are not pre-empred.’’*®®

The 1969 Act, according to the Cipellone Court, required a statement
that cigarette smoking “is dangerous,” and banned cigarette advertising in
“any medium of electronic communication subject to [FCC] jurisdic-
tion,”**® It contained a preemption provision that reads, “No requirement

153, Arhansas-FPlaue I, 959 F2d ar 164

154. 112 8. Ci 2608,

155, Pub, L. No. 91-222, 84 Seat. 87 (1969). Public Health Cigareie Smoking Act of 1969, as
amended 15 US.C. §§ 1331-1340,

186. Federal Cigarette Labeling and Advertising Act, Pub, L. No. 59-92, 79 Stat. 283 (1965).

157, 112 & Cr. a1 2620, quofing San Diego Bldg, Trades Council v. Garmon, 359 U.5. 236, 247
(19593, .

158. Jd. ar 2618,

159, The Court also addressed 1963 legislation that “merely prohibited suate and federal rule-
making bodiss from mandating particular stalements” on cigarette labels or in cigareue advertising,
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or prohibition based on smoking and health shall be imposed under State
law with respect to the advertising or promotion of any cigarettes the
packages of which are labeled in conformity with the provisions of this
Act.”'® In short, the 1969 statute prevents states from imposing any “re-
quirement or prohibition” on the advertising or promotion of cigarettes,

The Court in Cipollone noted that “common law damages actions of
the sort raised by petitioner are premised on the existence of legal duty
and it is difficult to say that such actions do not impose ‘requirements or
prohibitions’”**! The Court further noted that “[wihereas the common
law would not normally require 2 vendor to use any specific statement on
its packages or in its advertisements, it is the essence of the common law
to enforce duties that are either affirmative réquirements or negative
prohibitions, 162

With respect to the failure-to-warn claim, the Cipollone Court stated as
follows:

To establish liability for a failure to warn, petitioner must show that
a “warning is necessary to make a product . , . reasonably safe, .
suitable and fit for its intended use,” that respondents failed to pro- ‘
vide such a warning, and that the failure was the proximate cause of '
petitioner’s injury. In this case, petitioner offered two closely related
theories concerning the failure to warn: first, that respondents “were
negligent in the manner [that] they tested, researched, sold, pro-
moted, and advertised” their cigarettes; and second, thar respondents
failed to provide “adequate warnings of the health consequences of
cigarette smoking,”10®

Both failure-to-warn claims were held preempted. The Court found the
Iisrepresentation claims preempted only to the extent that those claims
alleged misrepresentations in advertisements. IF the cigarette manufacturer
was under a “state law duty to disclose such facts through channels of
communication other than advertising or promotion,” preemption would
not apply.’® Finally, the Court held that because express warranties are
imposed by the warrantor rather than the state, the warranty claims were
not preempted, %5

The Court held also that the 1969 Act preempted claims based on the ]
newralization of federally-mandated warnings. The Court noted:
The 1985 Act was found net w0 preempu state law damages actions. Suppasedly, the main purpose af
the 1965 Aet was to aveid consumer confusion by ensuring uniform labeling. Jd.
160, td. at 2617 (quouing § 5(b) of the Act).
161, 14, at 2620,
162 1d. (emphasis in original),
163, /d. ar 2621.

1o4, I, at 2423,
165, fd, ac 2622,
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Long-standing regulations of the Food and Drug Administration ex-
press a similar understanding of the relationship hetween the re-
quired warnings and advertising that “negates or disclaims” those
warnings: “a hazardous substance shall not be deemed to have met
[federal labeling] requirements if there appears in or on the label

. . statements, designs or other graphic material that in any man-
ner negates or disclaims [the required warning].” 21 C.F.R. section
191.102 (1965). In this light it seems quite clear that petitioner’s
first theory of fraudulent misrepresentation is inextricably related to
petitioner’s first failure-to-warn theery, a theory that we have al-
ready concluded is largely pre-empted by section 5(b).2%¢

1. Reason for FIFRA Remands

Both Arkansas-Platte I and Papas I were before the Supreme Court on
petitions for writ of certiorari, After granting the petitions, the Supreme
Clourt vacated both judgments and remanded the cases to the circuit courts
for further consideration in light of Cipellone, which was decided on June
24, 1992.%7 Since Cipollone, both the Tenth and Eleventh Circuits have
issued revised decisions, basing their analyses on express preemption
grounds. Both courts have concluded that FIFRA’s preemption clause!®®
preempts common law failure-to-warn claims.™®®

In another case that has been decided sinee those remands, the court in
Davidson v. Velsicol Chemical addressed the apparent reason for the re-
mands and analyzed “implied pre-emption only after concluding that
FIFRA does not expressly pre-empt such claims.”*"® The Davidson court
also noted that Cipollone failed to provide guidance on the issue:

We do not find Cipollone instructive on whether FIFRA pre-empts
the Davidsons’ claims; thus we decline to draw anything further
from the Court’s summary reconsideration order. Perhaps Justice
Blackmun articulated it best in Cipollone when he stated: “I can
only speculate as to the difficulty lower courts will encounter in at-
tempting to implement the court’s decision.”™™

The Davidson court went on to rule that FIFRA impliedly preempts such
claims.

166, Jd. ar 2623,

167. See Arkanses-Plate I, 113 5. Cr, 314 (1992); Papas J, 112 5, Cr. 3020 (1992},

16B. 7 UL.C. § 136v(b).

149, Papas I, 985 F.2d 516, 520 (11th Cir. 1993); Arkanses-Platte IT, 981 F.2d 1177, 1178-79
{10th Cir. 1993).

170. 834 P.2d au 933 n.2.

171, Id.
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F. Conclusion as to Preemption Analysis

Courts that have failed 10 give preemptive effect to FDA-approved
medications have based their holdings on the notion that state tort law
lacks a regulatory purpose and does not conflict with the federal regula-
tory scheme.*™ This outdated thinking has been rejected by a number of
courts; any remaining deubt coneerning the validity of the “nonregulatory
effect” hypothesis was eliminated by Cipollone’s recognition that state tort
damage awards are a potent method of governing conduct,

A jury determination that a label is inadequate would directly conflict
with the FDA determination that the label i adequate. National uniform-
ity in labeling would also be frustrated by state common law tort actiong
based on claims of inadequate labeling, Such tort actions should he
deemed preempted.

G. Compliance with FDA Regulations as Euidence of Labeling
Adequacy

If plaintiff prevails on the preemption issue, the question remains as to
the effect of the manufacturer’s compliance with FDA regulations, Ac-
cording 10 some courts, tompliance with FDA regulations does net render
the warning adequate as a matter of law. For instance, some states by
legislation have created a rebuttable presumption that a2 warning or in-
struction is adequate “if the WAarning or instruction given in connection
with a drug . , . has been approved or prescribed by the federal Food and-
Drug Administration . . , ™™ Upder another line of authority, cormnpli-
ance with regulatory standards is admissible on the issue of care but does
not require the factfinder to determine that defendant’s conduct was rea-
sonable.’”* Finally, some states by statute provide that compliance with
government regulations may be considered by the factfinder as “some evi-
dence” of nondefect or reasonable care.17s

V. CoNcLusion

A medicine switched to OTC status s likely to flourish in the market-
place. Increased sales, however, may be accompanied by a greater fre-
quency of personal injury claims. A certain number of claims may oceur

172, Sy, eg,, MaucGilliveay v, Lederle Lab., 667 F. Supp. 743, 745 (LN M. 1967),

173 N.J5A 2A:58C-4 (West 1987). $ar Covo. Rev, STat, § 13-21-403(1)(b) (West 1989);
Kan, Srar Anw. § 60-3304¢a) (1983); TeNN. CloDE ANN. § 29-2B-104 (Michic 1980 Eepl.).

174, Hill v, Searle Lab., 884 F.2d 1064, 1068 (Brh Cir. 1989) (“FDA approval is not a shield 10
Liability, ") Wells v. Orrho Pharmaceotical Corp,, 788 F.2d T41, 746 (11h Cir. 1986) (“An FDA4
determination that a warning [as to nenpreseripiion spermiride] is not neecssary may be sulficient for
federa) regulatory purposes but siill not be suflicient for sate tor: [aw purpases.'); Brochu v. Orthe
Pharmaceudical Corp,, 642 F.2d 652, 458 (1=t Gir. 1981) (compliznes with FDaA regulation may
exiablish that manulacturer mer minimum standard of eare),
19175. See, e.g., ARK STAY. AnN. § 16.116-105 (1987); Wasa, Rev, Cone § 772050 (West

03),
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through self-medication by consumers disinclined to read labeling or con-
sult with 2 physician. The defense of OTC failure-to-warn cases should
be planned around the common law and federal preemption defenses dis-
cussed herein, With proper handling, such claims should be defeated on
the basis of the OTC products’ FDA-approved labeling.
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