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THE EDITORIAL POLICY of this
Journal is to record the progress of
the law in the field of food, drugs and
cosmetics, and to provide a constructive
discussion of it according to the highest
professional standards. The Food Drug
Cosmetic Law Journal is the only forum
for current discussion of such law and it
renders an important public service, for it is
an invaluable means (1) to create a better
knowledge and understanding of food, drug
and cosmetic law, (2) to promote its due
opera jon and development and thus (3) to
fectuate its great remedial purposes. In
short: While this law receives normal legal,
administrative and judicial consideration,
there remains a basic need for its appro-
Fnate study as a fundamental law of the
and; the Journal is designed to satisfy that
need. The editorial policy also is to allow
frank discussion of food-drug-cosmetic
issues. The views stated are those of the
contributors and not necessarily those of
the publishers. On this basis, contribu-
tions and comments are invited.
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REPORTS

Charles A. Adams,—With sorrow we
report word from Sir Harry Jephcott,
in"London, that Mr, Charles”A. Adams
?assed away In April 19S. Mr. Adams,
ormer Director of the Food Standards
and Labelling_Division, United Kingdom
Ministry of "Food, was_for many Vears
a member of the Editorial Advisory
Board of this journal, As recently
as August 1964 we carried in our issue
of that date a fine article by Mr. Adams
on the British Food Advertising Law.
Wetshall miss his counsel and encourage-
ment.

Products L|ab|l_|thThe Ethical Drug
Manufacturer’s Liability.—Part | of this
article %/_Paul D. Rheingold, a member
of the District of Columbia and Massa-
chusetts Bars, appeared In the June Issue
of this HlournaL In_this Issue the article
IS conclided with discussions, starting on
F,a%e 312, on “Injury Caused by Estab-
ished Drugs,” and “In ur){ Caused by a
Drug in the Experimental Stage.”

In dlscussm%ca_ses involving established
drugs, Mr. Rheingold statés that the
majority of the decided ethical drug cases
has arisen from harm caused b){] impure
drugs. _Impuritjes encountered have  In-
cluded impure, foreign substances In med-
cine; wrong  Ingredients; omissions  of
Intended ingrediénts; improper prepara-

REPORTS TO THE READER

TO THE READER

tion: incorrect labeling, etc. Mr. Rhein-
gold states that the™ legal issues are
comparatively simple where impurities
are_Involved” and he illustrates this point
with examples of actions i’ negligence,
warranty, and misrepresentation.

When pure drugs are involved the is-
sues become moré complicated, and us-
ually “involve the drug house’s duty to
warn; the elements of an adequate warn-
mgi; the company’s duty to know the
nature and effects of ifs product; and
the manufacturer’s duty to test in order
to know when to warf.

Injury caused by drugs still in the ex-
perimerital stage Iéads t0 a very different
situation.  While there were fo decided
cases In this area either _a?amst manu-
facturers or doctor-adminisfrafors of In-
vestigational drufgs, Mr. Rheingold dis-
Cusses possible future litigation.

Scientific Research in the FDA.—In
the article beginning on page 427,
William H, Summerson, Director of the
Bureau of Scientific Research, FDA,
discusses the drulg research program
In that agency, He notes that FDA
research opjectives are assoclated with
some specific aspect of either the safety
8r Integrity of ‘a drug or therapeutic
evice.

PAGE 371
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Tood Drug:Cosmetic Law
- W”—
Products Liability—

The Ethical ~.
Drug Manufacturer's Liability

By PAUL D. RHEINGOLD

This Article Is Reprinted from the Rutgers Law Review (Vol. 18,
No. 4, Summer 1964) with the Permission of Rutgers— The State
University (New Jersey) and of the Author. The First Part of
This Article Was Reprinted in the June Issue. Mr. Rheingold
Is a Member of the District of Columbia and Massachusetts Bars.

Il.  Injury Caused by Established Drugs

THE_ DIVISION OF THE FOLLOWING MATERIAL on the
topic of injury arising from the use of established drugs—those
already on the market with Food and Drug Administration (FDA)
clearance—is_primarily that between pure and impure products. In
addition, liability for injuries arising from the use of established drugis
which are inefficacious “is considered. Impure drugs are those sold
other than as the manufacturer intended, and confaining deleterious
Impurities. Pure drugs, on the other hand, are those sold as the manu-
facturer intended, but with the harm arising as a side effect because
of some inherent quality or, perhaps, because of some constitutional
;Pecullarlty on the part of the user. In a ?ene_ral wa¥ this division of
he drug “cases into those based on constructional flaws and those
based on design fault is the same division which is commonly made
in other areas of products liability law.13L

13l See on this distinction 2 Harper & tions for Use of a Product.” 7L Yale L.J.
James, Torts 1540 51956) [hereinafter 816 $_1962 . Rheingold, “Liability ~for
clted as Harper & James]. "On design  Defective e5|6g2n,” 6 The Plaintiff's Ad-
fault see 1 Frumer §7; Ncel, “Manufac-  vocate 59 (1962).
turer’s Negligence of Design or Direc-
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A. Impure Drugs

A majority of the decided ethical drug cases has arisen from harm
caused by impure drugs rather than pure ones. Examples of the
types of Impurities encountered include the following:

(@) Impure, foreign substances in medicine, such as bacteria, and
spoiled medicine 12

(b) Wrong rngredrents substituted for intended ones, or proper
ingredients omitted ;133
(c) Improperly prepared drugs 13
(d) Product labeled |mprope or containing incorrect direc-
tions, dosarh;es or the like.
In comparison to the pure drug cases, the Iegal issues here are rela-
tively simple and to a large extent settled, whether the action be in
negligence, warranty, or misrepresentation.

1 Negligence Action

The standard of care with which the manufacturer of ethical
drugs must comply has sometimes been stated as the ordinary one to
which all manufacturers must adhere.13 On other occasions, it has

12 Merck & Co. v. Kidd, 242 F. 2d 592 743 (1942) (irritant in Irver extract;
6th_Cir), cert, denied, 355 U. S. 814  further discussed at footnote 1 g Sandel
1957) " (hepatitis in  blood Iasma v. State, 115 S. C. 168, 104
urther discussed at footnote 29} - (19201) (typhord vaccine contamrnated |n
bott Labs. v. Lapp, 78 F. 2d 170 gth Cir. manufactyr

ng process causing protein
(serum  contamjnated _wit streg- porsonrng)

i ot S i Rl ¢ 5 A
I Iscu - Ir ase com-
S0 V. Merck & Co., 138 F. Supp. 147 posed of mineral oil rather than animal
(D. 1956) impurity in bloo %Ias- or ve?etable orI) Randall v, Goodrrch
ma; further discussed a footnote 208) ;  Gamble Co., 244 Minn. 401, 70 N. W. 2d

Mochlcnbrock v. Parke, Davis & Co, 261 (1955) ﬁlrnrment deviated from
141 Minn. 154 169 N. W. 541 (1918) master formula; further mentioned at
rmRurrt in efher further drscussed at  footnote 140)l Thomas v. Winchester,
oot ote 263) : Krom v Sharp &-Do me, N.Y. 397 (1852 (beIIadona in place’ of
8p Div. 2 S.2d extract of dandeli 8

99 195 (hep atrtrs |n bIood Iasma 13460ttsdankerv utter Labs,, 182 Cal.
further drscussed at footnote 176 Bau App. 24 602, 6 Cal. Rptr. 320 ~(1960)
dcnbach V. Schwerd te% 24 pp (live polio virus in vaccine).

314,230 N. Y. Supp appeal 13 David v. McKesson & obbrns Inc.,
dismissed,  Baudenb ac v. Sc esrrb%er 253 Apzp Div. 728 300 upp 635
250 N. Y. 555 166 N affd, 218 N, Y. 622,

.

évaccrne ampufe contarned abscess pro- 1938) " (sodium quorrde |n box Iabeled
ycin bacterrag Lari-more v. Brown, 40 sodium bicarbonate).

Ohio b, o7 N E. 2 313 (1943) 13 See, for example Mochlcnbrock
(acne vaccrne unsterile due to presence Parke Davis & Cg., 141 Minn. 166
of bacrl s subtrlrsa) Henderson v N3 N W oAt (98)] Thomas v Wrn-
tional Drug Co., 343 Pa. 601, 23 A. 2d chester, 6 N. Y. 397 '(1852).
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been said to be a specially high standard based upon the peculiar na-
ture of drugs—Iife-saving'when pure, life-threatening when |mPure.$37
Litigants harmed by impurities in ethical dru%s have generally pre-
vailed on one of two specific applications of the ?eneral standard of
care, the dut)( to warn and the duty to inspect and test, responsibilities
common to all product cases.

The duty to inspect and test the final product—that is, the duty
to avoid negligent construction18—may be said to impose upon an
ethical drug producer the duty to use quality control methods and
other modern Pr_ocedures to insure the purity of the drugs being pro-
duced. Thus, failure to exercise continuing supervision of production
as well as final product inspection, if only by sampling, would con-
stitute evidence of ne_gllgence.139 A case in point, although involving
a proprietary drug, is Randall v. Goodrich-Gamble Co.,10 where the
user of a liniment allegedly suffered a burn from the liniment. The
manufacturer defended on the ground that his product was ?_ure be-
cause : (a) the chemicals which were combined to make the liniment
had been purchased from reputable sources and met United States
Pharmacopoeia (USP) or National Formulary Compendium #NFC)
requirements ;141 (b) compounding of the chemicals was performed
under the supervision of a chemist; and (c) two other emi)l_oyees
double-checked all the ingredients as to quality and weight. Plaintiff,
on the other hand, produced proof that the individual ingredients had
never heen examined or tested and that the final product was never
compared with the master formula from which defendant purported
to work and from which plaintiff alleﬁed it differed substantially.
Judgment entered on a jury verdict for the manufacturer was affirmed
on appe%when the higher court found that the evidence was in gen-
uine conflict.

131 Henderson v. National Dru% Co., 1P Accord, Ford Motor Co. v. Zahn,
343 Pa. 601, 23 A. 2d 743 (1942) ;Peters 265 F. 2 729 (8th Cir. 1959) (failure to
v, Johnson, OW. Va. 644 41 S E 190  sample finishe groduct to detect defec-
(19025) (dictum) - seealso THursh§2:13.  tive ashtray in new automobile). On the
1BSee generally 1 Frumer 36; 1 drug manufacturers' _Practlces incontrol
Hursh 882:16-26:" accord, cases involy-  of assembll%_lme %Ua|l¥ see footnote 102.
Ing druggwts athered In- Annot, 79 10244 Minn. 401, 70 N. W. 2d 261
AL, R.Zd 301,7320 $1,961)._On,the duty (1955{., The glfadm s in this case are
to test in the sense o mvestl(};]atmg basic  set out in 8 Negl. & Comp. Cases Annot.
qualities of drugs, rather than "exam-  3d 87 (1957). _

[hation (ff flssembly line %roduc_ts for  1410n the compendia see footnote 81
]lcndltwdtuazggfaws, see text Dbeginning at in Part I

ootnote 289.
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While failure to warn is the most commonly alleged deviation
from the standard of care in products cases,142 such a duty has had
only minar application in impure drug cases. This situation results
from the fact that in impurity cases the failure occurs in manufacture,
whereas the duty to warn typically arises when the product is techni-
caII?/_ pure but is capable of being used in a dangerous manner unless
cautionary statements are made. Nevertheless, In a number of cases
where the impurity was one that was well-known and appeared fre-
quently, the courts have had occasion to discuss the duty to warn,
In Parker v. State, 143 for example, involving pooled Plasma which con-
tained homologous serum hepatitis, the court stated that since the
medical Frofessmn knew of the possibility of this sort of contamina-
tion in blood, there would be no duty to warn. On the other hand, in
Abbott Laboratories v. Lapp144 where Lactigan, a sterilized skim milk
product, was occasionally susceptible to contamination by bacteria
(due to the fault of no one, appa_rentlg), negligence was found in a
failure to warn that the drug might become impure and that such
defect could be determined from its turning cloudy. Said the court,
;Sotmel%mes it is well to have our attention called to things we know
eS Ill

Other drug cases involving allegations of negligence have, of
course, gone to the jury without citation and proof of any specific
act or omission of fault on the basis of inferences drawn from circum-
stantial evidence or created by the anllca_tlon of res ipsa loquitur. Res
ispa loquitur is particularly applicable to impure drug cases since its
usual requirements are easily met: control by the manufacturer at
the time of production, superior knowledge of the manufacturer, and
harm which would not normally be associated with taking the drug
but for the fault of someone, probably the defendant. Some druggist

12 See extended discussion in text be- gect that the profession would use an
ginning_at foatnote 263, gency of limited medical usefulness
143 "201 Misc. 416, 10S N. Y. S. 2d 735 under” limited conditions,” 280 A %
{Ct. Cl, 19512) aff'd, 280 A% Div. 157, Div, at 160, 112 N. Y. S. 2d at 693.
TN, Y, S. 24 695 (195). The courfal-  Following, Parker was H|d¥ v, State,
s0 holds that the staté, which received the 207 Misc.”207, 137 N. Y. S, 2d 334 (Ct.
serum from the Red Cross and passed it  Cl. 19558, aff'd without ogmlon, 2 App.
on_ to various hospitals, was, really onl . 2d 644, 151 N, Y. S. 2d 621 (1956
a distributor and not a manufacturér with  affd without opinion, 3 N. Y. 2d 75
a result that, as declared, it was under 163 N. Y. S. 2d 985, 143 N. E. 2d 528
no duty to_warn but only to avoid mis-  (1957). _
labeling.  The appellaté court added 14478 F. 2d 170 (7th Cir. 1935).
that the defendant “has a right to ex-  1bld. at 176.
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cases have involved the successful use of the doctrine,46 although
in several ethical drug manufacturer cases it has been rejected on
the facts of the cases.147 In addition, negligence per se, or at least
evidence of the fault, can be made out by violation of the Drug Act,
of FDA regulations, or of the various state laws.18

In conclusion, if it can be shown that there was an impurity or a
potential for impurity in a drug at the time it left the factory, or that
Its contents or use differed from that on the label or box, a Iltl%ant
should not have much difficulty in proving a deviation from the stan-
dard of care to which the drug manufacturer is held.14

2. Warranty Action

An action for breach of an express or implied warranty made for
an ethical drug represents some of the most interesting Pro_blems in
product litigation today. These include whether a warranty is broken
where the product is commercially salable but causes harm because
of inherent side effects,15) whether there can be a breach if the manu-
facturer did not know of the defect and used all modern scientific
skill at his disposal, 15 whether contributory negligence is a de-
fense,12 and the extent to which a disclaimer will"serve as a shield
to an implied warranty action.183 This section considers the hasic
elements of warranty actions in any type of ethical dru% suit, with
emphasis on the casé of the impure dru%. For purposes of this paper
the privity question is considered settled. While some defense of
privity may yet be anticipated, 1 the trend of the modern cases and

146 See, for example, Tncker v. Graves, in ne Ilqence today and even where
17°Ala. App. 602, 88 So. 40 (19203. See  the halfstep requirement of “imminent”
gzegerally Annot, 79 A. L. R."2d 301, 329 dan_?er Il?ger_%h odn, thISSCOHdIIIOH ”|s
; easily met “with drugs. See genera
147Webb v. Sandos _Chem. Works, 85 1Frl¥mer §5; 1 Hursh §6. ! /
Ga. App. 405 69 S. E. 2d 689 (1952): ~ Other matters pertinent to defense
Mogansen v, Hicks, 253 Towa 130, 110  of negfigence actions jnvolving an im-
N, W, 2d 563 (196H (Injuries due to an  pure drug, covered below, are” contrib-
allergic reaction) ; Henderson v. Nation-  Utory ne I|%ence, text. beginning with
al Drug Co., 343 Pa. 601, 23 A. 2d 743  footnate 252; assumption of risk, foot-
519423, Tuscany v, United States Stan-  note 230; and intervening, acts of the
ard Prods. Co, 243 S. W. 2d 207 (Tex. doctor, text heginning at footnote 231.
Iv. App. 1951).. 15 See text beginning at footnote 210,
13 See cases cited at footnote 281 Two 151 See text beginning at footnote 299,
sections of the Dru[q Act which when 18 See text beginning at footnote 213.
violated might readily. give rise to civi 15 See text beginning at footnote 182
liability are “discussed”in"footnotes 88 and M See, for example, Freedman, “The
89 1n Part 1. , . 3-Pronged Sword of Damocles: Cutter,
1O Nothing is said herein of the privity ~ Henningsen, an Greenber%,” Defense
requirement because it is not required  Research Institute Monograph (undated).
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the view of every impartial commentator is that the privity require-
ment is an anachronism. If it is not to be dispensed with for all prod-
ucts, the reasoning- of food cases should at least be extended to reach
all products which come into intimate contact with the body.1%

The leading impure drug case in the warranty area is Gottsdanker
v. Cutter Laboratories, 1% the Salk vaccine case which dispensed with
privity and sales requirements and found breach of implied warranties
of fitness, merchantability, and general wholesomeness.

a. Necessity of a sale

The patient who has been harmed by a drugf often may have
received the drug other than by a sale. He may, Tor examplé, have
received a sample from a physician, have been administered the drug
in a hospital without a direct charge, or have received the drug during
a free public vaccination program.. This raises the question of Whether
the fortuitous mode of receipt of a drugz should determine whether
a warrant?/ exists. Much law can be cited for the proposition that
a technical sale is not required in a tort suit for personal |n{ury arising
out of a broken warranty.157 In the Cutter case, the court, dssuming
arguendo that there was no sale of vaccine b?/ the doctor who admin-
istered the inoculation to the children, held that where the consumer
is the plaintiff, there is no need for him to be a purchaser. The initial
sale to the distributor or retailer of pharmaceuticals is sufficient to
create the implied warranties breached in that case when the ultimate
consumer was harmed. The manufacturer knows and intends that
his product will go to a patient by some channel, and from the start
looks beyond the immediate sale fo the ultimate consumer.

Another question raised is whether the administration of a drug
under certain conditions, such as in a hospital or in a public healt
campal%n, should be considered a “service” rather than a sale in the
sense that this term has been used in the recent blood transfusion

1% See Dickerson, Products Liability — Eftinger, 44 F. S“&?' 763 (E. D. N. Y.
194?) Krom v, Sharp & Dohme, Inc.

m

and the Food Consumer (1951) ; 1 Fru- S

mer §16.03-.04; Prosser, “The Assaylt Ag) . Div. %d 761, 180 N. Y. S. 2d 99

upon the Citadel (Strict Liability to the  (1958) : Wechsler v. Hoffman-LaRoche,
onsumer),” 69 Yale L. J.. 1099 (1960). Inc., 198 Misc. 540, 99 N. Y. S. 2d 588
Among'the drug[cases rejectmngnvn}/ éSup., Ct. 1950). Cf. Kaspirowitz V.

are Magee v. Wyeth Labs.," Inc.. 214 Cal. chermg Corp., 70 N. J. Super. 397, 175

App. 20 361, 29 Cal. Rptr, 327 (1963) ; A. 2d 658 Aipp. Div, 9613.

gottsdggk&r)z v._ Cutter "Labs 1% 182 Cal. 'App. 20 602, 6 Cal. Rptr.

Q—\l\)

., 182 Cal.
. , 6 Cal. Rptr. 320 (1960&. 320 (1960).
Contra, Russo v. Merck & Co., 138 F. 1 Frurner §19.02; Prosser, Torts
Supp. 147 (D. R. I. 1956) ; Dumbrow v. 883, at 493-96 (2d ed. 1955).
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decisions in which courts have refused to find a breach_of warranty.138
These cases have uniformly held that where a hospital administers
impure blood it renders only a service and does not make a sale.
Thus, the courts have refused to find a hreach of warranty, 159 Seem-
ingly, however, these cases can be distinguished from suits against
drug manufacturers for impure products on the ground that suit is
against the source of the product, the maunfacturer, rather than
against a mere conduit for the r[\)roduct, the hospltal, which merely
applied another’s product. In the Cutter case, the court expressly
rejected the manufacturer’s argument, based on the bad blood cases
that the administration of the vaccine had been but a “service.” 18
The rationale of the blood transfusion cases, while providing solicitude
for charitable, non-profit hosEl_taIs_, apparently does not similarly
apply to manufacturers.16l While it might also be argued that the
hospital or other party administering an impure drug could be con-
sidered an agent of the patient, thus eliminating the hospital as an
independent factor,162*the recent case of Krom v. Sharp & Dolime,
Inc., & has specifically refused to recognize such a relationship.

b. Express warranty action
The personal injury action based upon express warranty has seen
extended use in the past few years, grounded on manufacturer repre-

18See generally 1 Frumer §19.02; ever, found that the polio vaccine was

accord, the restaurateur cases which cre-
ate liability in warranty where food
may be more accurately described as
erved thanl_I sold, discussed in 1 Frumer

not within the definition or the intent of

the statute. _ _
10 Critical of the line of transfusion

cases are 1 Frumer 819.02(3), at 502;

serve
§24.01; 1 Hursh §332-33 Farnsworth, “Imglied Warranties of
PerImutter v. Beth David Hosp.,  Qualities in_Non-Sales Cases,” 57 Cohtm,
308 N. Y. 100, 123 N. E. 2d 792 (1954) ; L. Rev. 653 (19576) . “Comment,” 33
Dibblee v. Dr. W. H. Groves Latfer-Day  Miss. L. J. 253 §19 2). Frumer states:
Saints Hosp., 12 Utah 2d 241, 364 P. 20 “But fault is not a prerequisite to re-
1085 (1961) ; Gile v. Kennewick Public — covery in warranty. And, any burden on
Hosp, Dist., 48 Wash. 2d 774, 296 P. 20 the Hospital (which does not outwelqh
662 (1956). the burden on'the injured patient) could
10 18 Cal. A% 2d at 609-12, 6 Cal. be shifted to the manufacturer or the
Rptr. at 323-26 (1960). Note that also hosgltal’s supplier.” 1 Frumer §19.02(3),
In Cutter, at 611-12, 6 Cal. Rptr. at 32— at 502. S t. Peter’s

26, the defendant sought to bnng the
facts of the case within a California
statute that made distribution of cer-
tain biological substances g service and
not a sale expressly to defeat warranty

ge also Na&Joll .
Hosp., 213 N. Y. S, 2d 6 (Sup. Ct. 1961)
(PerImutter rule does not apply where
claim rests on. breach of an expréss war-
rarig, a fine distinction).
1aﬁee footnote 168.

purPos,es. The legislature had appar- App. Djv. 2d 761, 180.N. Y. S. 24
ently intended a ‘statutory enactment 99 (195 é) This case Is_criticized In 1
of the Perlmutter rule. The court, how-  Frumer §19.02, at 497 n.2.
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sentations or_affirmations of fact in advertising and other written
material. 184 There is a wealth of advertising, labeling, and brochure-
Issuing emanating from the pharmaceutical trade today. This material
characteristically” extols in positive and [e_assurln% statements the
quality, safety, harmlessness, and non-toxicity of the drug in ques-
tion. 15 What is peculiar about a drug product is that while the
product is intended for the patient-consumer, the pitch is rarely if
ever made to him, but rather is directed toward the doctor in order
to |tr?]flue1r%ge him to prescribe one brand or class of medicine over
another.

Assuming, as is fair, 167 that there can be liability for breach of
express warranty if false assurances of safet}/ are made directly to
the patient, can warranty liability still be created on the basis of mis-
statements made to the doctor-Prescrl_ber? Certainly the motive in
this form of advertising—that of creating reliance in order to foster
sales and ultimate consumption—is the same. It might be argued
along these lines that the doctor is the agent for the ‘patient in re-
ceiving these warranty-creating statements, even if it is an agency
relatlonshlp_ only in a’limited sense.168 Commentators agree that the
representation relied upon need not be made directly to the party who

0 See 9eneral| 1 Frumer §16.04}§1] ; results based _upon differing issues.
2 Hursh §7; Lampert, “Comment,” 29" Finding the existence of an aqency IS
NACCA L. 1, 33-45 (1963). The pri-  Wechsier v, Hoffman-La Roche, Inc.,” 198
mary interest in these recent cases is the  Misc. 540, 99 N. Y. S. 2d 588 (Sup, Ct.

demise of privity, not what statements
will create an express, warranty. As the
former problem diminishes, however, the
latter can be expected to become more
central and crucial.

1950) (further discussed In text at foot-
note 194). Denying the existence of such
are Maehlenbrock V. Parke, Davis & Co.,
141 Minn. 154, 169 N, W. 541 (1918) (on
Issue of malpractice); Krom v. Sharp &

1% See text beginning at footnote 112 Dohme, Inc, 7 A%%.g Div. 2d 761, p180

2({ Food Drug Cosmetic Law Journal

See text beginning at footnote 106
Food Drug Cosmetic Law Journal

See Wennerholm v. Stanford Univ.
School of Medicine, 20 Cal. 2d 713, 128
P. 2d 522 (1942), one of the few cases
in which statements were made directl
to the patient: further discussed at foof-

note 195, . !
188It 1S likely that a court would find
an agency for the special puyrpose of
actmg fof the patient to receive state-
ments from the manufacturer. A num-
ber. of caées have considered the agenc
point and have reached contradiCtor
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N. Y, S 20099 (19 }; and Marcus, v.
Sgecmc Pharmaceuticals, Inc., 191 Misc.
285 7T7T'N. Y. S. 2d 508 (Sup. Ct, 1948).
Alternatively, it could be said that
the doctor is"the a(e;ent of the manu-
facturer In making €xpress warranties,
as was the position taken in Brown v.
Globe Labs., Inc., 165 Neb. 138, 84 N. W.
24151 (1957)." On reliance as a re-
ﬂuwemen In warranty actions, see. fo%t-
otes 178, 179. Note that reliance in the
D/plcal sales. sense could be Apredlcated
pon_the patient’s reliance on & pharma-
cist if he “buys the medicine at a drug-
store; but admittedly, this 1S not reliance
(r)]n a direct represéntation by the drug
ouse.

PAGE 379



IS injured and suing.18 This has been the holding in a few product
cases, 170 although a recent ethical drug case, Kasperowitz v. Sobering
Corp.,171 appears not to concur.

Whatever form the express warranty action finally takes, it is
probable that the courts will continue o require that there be an
affirmation of fact tending to induce sales, with reliance on these
statements by the doctor presumed or proven.172 Satisfaction of these
requirements ought to be relatively simple in a drugI case since, first,
drug advertisement statements are generally factual rather than set
In a tone which can be characterized as mere “sales talk” or “pufflnrq” ;
second, the purpose of the statements is invariably to enhance sales;
and, third, doctors do rely on such statements. Nor does it make a
difference that the manufacturer did not know when he made his
statement that he was in error or that there was negligence involved
in making his statements.173

¢. Implied warranty—merchantability, fitness and safeness

In Cutter, the jury found in special mterro?_atorles that there had
been a breach of the fraditional implied warranties of merchantability
and fitness for particular use since the vaccine contained live polio
virus. On appeal, the court affirmed this flndln% and added that there
was also a breach of |mPI|ed,warranty of wholesomeness.174 In a
number of other cases, allegation of breach of implied warranty has

1001 Frumer §1§'0494]’ at 440-41; 2 discussed in footnote 226.
Harper & James 828.7, 1548; Restate- 1070 N. J. Super, 397, 175 A. 2d 658
ment (Second), Torts 1§402A, comment ; f(Apﬁ). Div._1961) (discussed further in
(Tent. Draft No. 6, _962% S“The reli-  footnote 257). See also the opinion In
ance need not necessarily be that of the  the first appéal of Randall v. Goodrich-
consumer wh(i IS |n{ure )+ Dickerson,  Garnble Co., 238 Minn. 10, 54 N. W. 2d
“Recent Developments In Food Products 769 (1952), wherein neither the hushand-
Liahility,” 8 Prac. Lazv, April, 1962, pp.  purchaser ‘nor the wife-consumer relied
17, 3L _ on the manufacturer’s statements and it

10 Mannss 7. Mauohge Co., 155 F. 2d was held that no breach of express war-
445 (3d Cir. 1946) ; La Plante v. E. 1. ranty therefore existed.
Du Pont de Nemours & Co., 346 S. W. 172 See Prosser, Torts 883, at 493-96
2d 231 (Mo. App. 1961). _ (20 ed. 1955) ; Keeton, “Products Liabili-

In the Cutter cases the children who ty—Current DeveIoBments,” 40 Texas L.
recelved the vaccine could not have relied  Rev. 193, 204-05 Fl 61). o
on any statements of the manufacturer. 1SKeeton, see footnote 172. The simi-
In Carmen v. EH L|IIy7 & Co. 109 Ind. larity here of an express warranty suit
App. 76, 32 N. E. 2d 729 (1941), plain- to one based on fraud or decelt, as con-
tiff alleged that the doctor relied upon I°,|dered below, shoyld be nated; it is like-
the_manuffi_cturer’s rochure and that the Iy that the law 15 working toward a
atient relied op the doctor.  See also merger of these two theories.

arcus v. Specific Pharmaceuticals, Inc.. 174182 Cal. App. 2d at 612, 6 Cal. Rptr.
82 N. Y. S 20 194 (Sup. Ct. 1948), at 3.
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been an important part of the suit.18 While the specific type of war-
ranty created b%_law will usually not be significant in a suit, it is
Perhaps worthwhile to give short consideration to the applicability of
he two traditional warranties and the newer combination ones,

The merchantability concept—that the product is reasonably suited
to the ordinary purposes for which it is sold—fairly well covers the
type of expectancy and failure which is involved in"drug cases, espe-
cially where the drug is impure.§6 The warranty of special fitness for
purpose, althou?h found to be violated in Cutter, is somewhat more
difficult to apply to the ordinary drug case.I78 As to the specific
elements of this type of warranty ‘action, sales law doctrine holas that
reliance_on the skill and Jud%ment of the seller is required.18 How-
ever, it is by no means clear that an?/ reliance is required for a personal
mw_ry i%arranty action, or, if so, that the doctor’s reliance will not
suffice.

Use of some general implied warranty would. simplify the issues
b¥ avoiding the minor technical requirements which have grown out
of a Uniform Sales Act approach to warranty. In food cases this
general warranty is the well-known, well-accepted one of wholesome-
ness.18) The Cutter case carried this concept over into the drug area,
on the analogy of dru?s to food, both being intimate and internal-use
products. A"more apt term where a breach caused by a drug is in-
volved might be “safety” or “harmlessness,” terms which it can be
predicted will be encountered in future cases. 18l

_ IBThis has been true in cases involv- 1M See footnote 178. On the role of the
wf]é Chloromycetin, Aralen, Altafur, and  doctor as agent, see. footnote 168. Fre-
R/29. uentIK no reliance is r_?_ uired, where a
M See 1 Frumer §19.03. As to breach ~ Warranty of merchantability is involved.
of implied warranty where the product  The drgument that the drug cannot be
Is technically pure and merchantable, see  deemed Unfit where 1t has ‘Induced an
text begmnln% at footnote 210. allergic reaction is more applicable where
ImSee 1 Frumer §19.03. See also the drug Is pure than where it Is_impure.
generally, Jaeger, “Warranties of Mer-  See Keeton, footnote 172, at 207-210;
thantability and Eitness for Use: Recent —general discussion beginning in text  at
Developménts,” 16 Rutgers L. Rev. 493 footnote 316. .
: BSee 1 Hursh §3:20 (citing cases
18 See 1 Frumer §19.03$4), at 518-20;  from 28 jurisdictions). . .,
Magee v. Wyeth Labs, Inc, 214 Cal. BLTo this warranty of “safeness
App. 2d 361,°29 Cal. Rptr, 322 (1963) ~ would have to be addéd a warranty of
(further discussed at footnote 243). Reli-  “efficacy,” considered below In section
ance is pleaded in virtually every war- 1 (C). Once this form of [iabjlity 1S
ranty drug action, either on the part of imposed, however, the plaintiff “has
the doctor or the part of the,Patlent. F_robnlems of proving “defective condi-
As to the addifional requirement that tion” and “unreasonable danger,” as is
there be a sale “by description,” see 1 discussed in text beginning at foot-
Frumer §19.03. note 310.
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d. Effect of disclaimers

~As liability under implied and express warranty increases, the
issue of disclaimer of warranties can be expected to increase. It is
well-acknowledged today that a manufacturer can limit warranty lia-
bility by the use of express disclaimer clauses.18 While there is'little
problem in reco?nlzmgi,a disclaimer when it is written in express and
clear terms, that traditional type of disclaimer is not encountered in
ethical drug cases.183 The topical issues in this area deal with the
interpretation of the ambiguous language, common in drug literature
today, which, after the injury, can be claimed by the manufacturer
to have been a disclaimer of warranty liability.184 Examples of such
ambiguous language might include :

(a) reactions to drug have been minimal ;

(b) while no toxic reactions have yet been experienced it should
be kept in mind that reactions could occur ;

(c) as this drug is a steroid, ophthalmic damage, while not re-
Borted, IS conceivable and hence periodic eye tests should
e employed by the treating physician ;

(d) drug has been good in treating psoriasis (asserted as a dis-
claimer that drug is safe for any other condition).

It is not likely, however, that any of these examples would be
construed as effective disclaimers. The courts have generally refused
to treat such ambiguous Ianqua e as the basis of a disclaimer in the
case of other types of products.1& Following this lead, the Cutter case

1 Frumer §16.04[2] e;; 2 Harper  that_decision do not, including the of-
& James 828.25; 1 Hursh §3:7: Charles  fensive the of remedy offered the
Lomori & Son v. Globe_Labs., 35 Cal. new car buyer (replacement of parts)
App. 2d 248 9 P, 2d 173 (1939) (ex- which presumably” would not be in-
Rqre?s wafranty action for def?c_tlve ani-  volved In dru%sale?. _

al meaicine” effectively disclaimed b The three manutacturers of Sabin
statement on _ label). ~ See generally  polig vaccine use an express disclaimer
Comment, “D|5ﬁla|mers of Warranty In their labeling today, Whether this
in Consumer Sales,” 77 Harv. L. Rev. marks a new trénd or’is a special situ-

318 (1963). . —

B3t such a direct disclajmer were
encountered, the tynpe of frontal at-
tack made In Henningsen v. Bloomfield
Motors, Inc., 32 N. J. 358 161 A 2d
69 (1960)._might be expected from a
plaintift, " The "attack there was a di-
,recthubllc Qollcy argument hased upon
Ingq aI|t?/ of hafgaiming power. While
this part of the Hen_mn([;sen approach
would lend itself readily to_ ethical dru
litigation, additional Tjustifications 0

PAGE 382

ation, only time can tell.

184See 1 Frumer %16:04(2), at 423;
2 Frumer §33.02, at 245,

1% See, for example, Grey v. Hayes-
sammons_Chem. Co.. 310 F."2d 291 (5th
Clr. 1962I); Burr v, Sherwin Williams
Co., 42 Cal. 2d 682, 268 P. 2d 1041 {195@ ;
Diamond Alkali Co. v. Godzvin, 100 Ga.
App. 799, 112 S. E. 2d 365, aff'd with-
out opinion, 215 Ga. 839, 114 S. E. 2d

(Footnote continued on next page.)
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explicitly refused to find a disclaimer in statements contained in the
manufacturer’s directions that the vaccine was “prepared in accord-
ance with the requirements of the National Institutes of Health of
the United States Public Health Service” or that “local and other
untoward reactions have been minimal using this material.”18 These
did not, in the court’s opinion, put the user on notice of the presence
of live virus, especially since the directions contained the additional
statement that the virus was inactivated.187 As a separate point, the
court also refused to find that an express warranty In the directions
had prevented the other warranties from being |mﬁlled as a matter
of law since there was no inconsistency between the two.18 Three
points regarding manufacturers’ liability bear rephrasing from Cutter:
(1) assurances of safety can undo any limitations cr conditions im-
posed ;189 (2) there must be a clear conflict between express state-
ments and implications before the former can undo the latter; 190 and,
(3) specific intent is required to dispel implied warranties; it is not
enou%h to point after the fact to ambiguous or vague statements. 11
All of these arguments seem sound, and all seem to be based on the
common law’s aversion to contractual limitations, especially where
they are the fruit of inequality of bargaining power.1%

ﬁFootnote 185 continued.e r seller’s liability. 182 Cal. App. 2d at

1959): Jarnot v, M
191 “Pa. Super. 427, 15 A.
1959). But see Taylor v, Jacobson, 3
ass. 709, 147 N. E. 2d 770 (1958
(apparent]?/ holding that directions for
use constifute a disclaimer).
%182 Cal. App. 2d at 610, 6 Cal.
Rptr. at 325.
187 See footnote 186. Cutter Labora-
tories did, however, make a clear dis-
claimer as to efficacy, and the court so

found.
18 See footnote 186.

1B Accord, McLaughlin v. Mine Safet
Appliances Co., 11 °N. Y. 2d 62, 22
N. Y. S, 2d 407 181 N. E. 2d 430

(1962) Qheatmg_ unit said to be “en-
firely” self-contained” and yet it was
danderous without an addijtional wrap-
Pm . For a further discussion on
alse” assurances see text at footnote

10As_ the court points out, express
warranties are a device intended to
protect the buyer and not to limit the
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10, 6 Cal. Rpfr. at 325, See also Davies
v. Motor Radio Co., 236 S. W. 2d 409
(Mo. ARP. 1951). o
19 Note the mterestln% views of Bosh-
Koff, “Some Thoughts About Physical
Harm, Disclaimers and Warranties
4 B. 'C. Indust. & Com. L. Rev. 285
81963), who feels that manufacturers
f products such as drugs in which
at the time of sale there is no knowl-
edge of any harmful aspects may pro-
tect themsélves by use of a disclajmer
which accurate,l}q states that anythin
can happen with the drug because i
IS a new product, id. at 303. 1t is hard
to see how such a w,arnm? could act
?_s an effeche disclaimer fo warrant
Iabl|lt¥. The author notes, howevef,
that 1T the action were based upon
strict liability, such as in the new
Restatement provision, at footnote 303, a
disclaimer would not be effective.

10 See HEW Release, Sept. 26, 1961;
Modern Medicine, Oct. 16, 1961, p. 3.
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3. Misrepresentation, Fraudulent and Negligent

A products liability action resting upon misrepresentation, whether
sounding in deceit (that is, fraud) or negligence, is well-founded, al-
though 1t has not been as commonly used as warranty or negligence
theories. 1B Nevertheless, a %OOd number of the reported ethical drug
cases have been brought on this theory.

As to the fraud or deceit action, which requires proof of intent
to deceive, Wechsler v. Hoffman-La Roche Co.1% is representative.
Plaintiff’s decedent, who died from reactions to defendant’s drug,
type unstated, aIIe%ed that fraudulent statements were made by the
manufacturer to the prescribing doctor. The court held that the
elements of fraud were established as a matter of law where it was
a foreseeable consequence of the manufacturer’s representations, made
for its own economic benefit, that injury would occur.1% The court
also determined that the Rhysmlan who was deceived was the. aqent
for the deceased, making the “defendant’s fraud one upon the patient.1%
While the intent requirement will prevent many actions where the
maker was merely negligent in not detecting or"warning of adverse
effects, it should not necessarily be a barrier in a significantly large
number of cases where the manufacturer conceals or withholds knowl-
edge of possible harm and fails to warn.

There is little law in any type of suit based on negligent misrepre-
sentation, probably because the action is not allowed in many juris-
dictions, 197 but thére are indications that it will cover and may’ indeed
be especially appropriate in ethical drug actions. Of interest here is
the conpurrln%oplnlon by the late Judge Herbert Goodrich in Pritch-
ard v. Liggett & Myers Corp,1%8 _Although the majority did no: use the
term “ne_ghgqent mlsreﬁresentatlon” and did not appear to rely on the

concept in fhis cigarette-cancer case, Judge Goodrich felt that neg%li-

gent misrepresentation could have been made out for the sale of a
18See generally on these actions 1 harmless: the user alleged that the
Frumer §5.|7:01 ayt 443: 1 Hursh §4. manufacturer knew it w%,s r.ot harm-
104198 Misc, 540, 99 N. Y.'S. 20 588  less but that he relied on its promises;
(S%. Ct. 1950). _ the court found sufficient, evidence to
See also Hruska v, Parke. Davis & make out Intent to_(deceive); accord
Co.. 6 F. 2d 536 [(8th Cir. 1925): Wen-  Hoar v. Rasmusen, 229 Wis. 509, 287
nerhohn v, Stanford_ Vniv. School "of N. W. 652 ,g19382 5(dru%gwt).
Medicine, 20 Cal. 2d 713, 128 P. 2d 522 1% 198 Mise, at 542, 99 N. Y. S. 2d
942) (blindness was alleged as a con-  at 500,
sequence of taking dinitrophenol manu- 197 See enerallgle rsh 84:6 tg .7

u ,
factured Dby defendant who had pub- 18295 F. 2d 292, 301 (3d Cir. 1961)
licized the product widely as being  (concurring opinion).
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product without knowledge of its harmful proPe_nsmes but about
which statements of safety were made.19 It was this reckless making
of an uninvestigated statément that would be actionable. This wrong
was neither breach of warranty nor failure to warn or to test (theories
used by the majority in Pritchard), but rather a third distinct cause
somewhat related to both, as Judge Goodrich explained.

An early products liahility drug case, Willson v. Faxon, Williams
& Faxon,20°is in point. Thereé a drugqlst sold a laxative about which
he knew little, but he nevertheless held himself out as the manufac-
turer. In its ignorance the drug companﬁ_marked on the label that
the contents were “purely vegetable,” while in fact they were not.
Liability was predicated tpon a sale of a drug without faking steps
to ascertain its true nature.2L Negligent misrepresentation has also
been alleged in certain recent drug cases involving reactions from
pure drugs; and it is in this area, considered below, that this theory
may be of [qreatest potential significance. The negligent misrepre-
seritation action provides an important remedy to the dru? user whose
gaofcettor was influenced to prescribe by recklessly-made statements of

Y.

B. Pure Drug— Inherent Side Effects

A number of ethical drug cases have involved harm from _dru%s
which were pure in the sense that they contained no contaminants
which the manufacturer did not intend’to be present. X2 Four basic
issues are raised in this section: (L) the drug house’s duty to warn:
(2) the elements of an adequate warning ; (% the drug house’s duty
to know the nature and effects of its product; and 4?] the manufac-
turer’s dut%/ to test in order to know when to warn. The section con-
cludes wdth a consideration of miscellaneous problems arising from

incorrect or inadequate instructions and countermeasures.
10Judge Goodrich citinq Restate-  dard of a manufacturer because he held
ment, Torts 8310 (1934), stated: *And  himself out to be one,
when a person makes to another a  20Cf Valmas Drug Co. v. Smoots,
statement of fact which he does not 269 Fed. 356 (bth Cir.”1920).
know to be true, Intending that the 2R See, for example, Valmias Dru% Co.
other shall act in reliance_on the truth v, S . 269 Fed. 356 (6th Cir. 1920) ;
of that statement, he is liable for Kra . e Labs,, 200 F. Supp.
neghgent misrepresgntation.” Pritchard 530 (E. D. Pa. 1962); Stattlemire V.
V. %ett& Mgers Tobacco Co., at foot-  Cawood, 213 F. Supp. 897 (D, D. C.
note 198 Ooages 01-02, 1963) éfurther discussed at footnote
20 208°N. Y. 108, 101 N. E. 799 224). See also the other cases cited
(1913). ‘Although the defendant was — within this subsection.
a druggist, he was held to the stan-
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1 Full Warning of Side Effects to Medical Profession

That ?roup of cases where the manufacturer has discovered an
adverse effect of his dru% and has fully warned the profession of the
danger presents the most common context in which actionable harm
ma¥_ arise. It is at once, however, the most difficult situation in which
to find liability. The manufacturer has, after all, satisfied his duty
to warn. Nevertheless, there are certain arguments which a litigant
could make, especially in a warranty action, which must be considered.
The patient’s knowled?e and consent and the intervening fault of the
doctor are also relevant factors to be evaluated.2B

a. Negligence action

In order to assess ne%h?ence in the case of adequate warning, it
seems necessary to find that notwithstanding having given adequate
warning, a drug manufacturer can still be liable because it was negli-
%ent to distribute the product at all due to the unreasonable risk of
arm, regardless of warning.24 While it is true that the design lia-
bility cases have sometimes predicated liability upon the creation of
suchi an unreasonable risk without regard to warning,26 it must be
granted that the cases which have considered the eftect of warning
upon design liability generally hold that warning fully satisfies the
producer’s duties.26

There are however, suggestions in cases and in the views of
leading commentators on tort law that if a product is created which
is inherently dangerous, and it is therefore probable that no amount
of warning will prevent it from being used in a dangerous manner
by a substantial group of consumers, the manufacturer should be
liable for marketing the ill-designed product.207 It is unlikely that

BAs to the possibilities of a deceit  Power Imglement Co, 248 Minn. 319,
or misrepresentation action, see_text 79 N. W, 2d 688 (1956).
beginning at footnote 193; on the factor 207  See the interesting. case of Gold-
of “the aIIergm (Plamtlff see text be- smith v, Martin Marietta Corp., 211 F
ginning at tootndte 316. Supp. 91 (D. Md. 1962), mvo,lvmg a
D41 is possible, of course, that a  switch on ‘an aircraft part which had
plaintiff may be able to prevail In a no safet}q ?uard and which created a
Pure drug ase on ne?h ence by find-  hazard thaf the defendant claimed was
nq somé Dbasis for fault other than obvious and that the court found the
faflure to. warn, such as failure to plaintiff could have seen. The court
comply with stafute or requlations. — Stated, however, by way of dictum,
ee citatiops in footnote 131, that the defendant “could” be found to
A0For example, Foster v. Ford Motor  have created an unreasonable risk even
fize) cansioi v Goneral otors oo Tl Anredat o s e
; . : 4 panger tu I In-
o, 58 M. 163 99N, W, 20 67 ayfener Ul app y e
(1959) : Lovejoy v. Minneapolis-Moline
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such a rule would be applied to drug cases since even in the cases of
the most notorious reaction-causing drugs, only a very small fraction
of the population would be affected. Realistically speaking, however,
the FDA would not clear such a drug; or, if the untoward effects were
first discovered in use, it would order the product removed from the
market. This_governmental control plus the manufacturer’s fear of
bankrupting liability in drug cases keep the situation hypothetical,

~In harmony with the view that negligence liability will be dif-
ficult to establish in the face of adec1uate warning is Carmen v. Eli Llllr
& Co. 28 which involved a wrongful death action based on fatal paral-
st contracted from Lilly’s rabies vaccine. Lilly had warned in its
iterature of the risk of p_aralg is, albeit remote, cmng} foray cases of
paralysis and two death in 1 0,000 instances of use. The doctor was
aware of the risk and had so informed the Patlent. On appeal, judg-
ment entered on a verdict for the defendant was affirmed hecause of
the lack of proof of manufacturer’s fault.200 An opposite result on

these facts would not comport with common sense.

b. Warranty action

At first glance it would seem no easier to maintain a successful
breach of implied warranty suit than a negligence action where a pure,
commercially perfect product causes harm of which the manufacturer
eeresst warned. Indeed, two additional hurdles must first be cleared.
Whether there can be a breach of vv_arrantY when the product i
“commercially salable” is a matter of dispute today, full warnln_? not-
withstanding.ZI0 The recent Third Circuit Cigarette-cancer case, Prifchard

28109 Ind. App. 76, 32 N. E. 2d 729 ability). See generally, Anpot, 79
6, Ik APl 4
ABThe court in Carmen also stated 20 See excellent discussion in 1 Fru-
that the decedent had assumed the risk of mer § 19.03[2][a] éSupp. 19622. See
injury because he had been fully in- also Boshkoff “cited at footnote 191,
forme%. Other lEure ethical drug cases at page 286. In addition to the Pritch-
brou% tonat eorly_/ of duty to warn ard cdse discussed In the text, see alsp
inclute Kramer v. Lakeside Labs., 200 Magee v. Wyeth Labs., Inc, 214 Cal.
F. Supp. 530 (E. D. Pa. 19622; Hallo- APp. 24 340,729 Cal. . 30 (2196@;
ran v. Parke, Davis & Co., 245 A%) Tivombley v. Fidler B Co., 221 Md.
Div. 727, 280 N. Y. S. 2q 58 (1935) 476, 158 A 2d 110 (1 ;.Zamgmo V.
ve Co Mise. S
9
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V. Liggett & Myers Tobacco Co., 21 seems to hold that there can be a
breach even though every cigarette had the defect and yet would be
deemed merchantable by dealers in the product. In that case the court
first suggested that a jury could consider the practices of other manu-
facturers and the quality of their mgarettes, presumably to see if the
defendant’s product was inferior, which would make out an obvious
case of lack of merchantability. But then, the court added, even if
the manufacturer conformed fo the practices of the trade, the {ury
could still find a breach of warranty since practices would not be
conclusive as to what was proper. From these comments and those
In the concurring opinion,Z28it has heen taken that Pritchard stands
for the proposition that a salable cigarette may still breach implied
warranty when it causes personal |nJur¥ due to" inherent side efrects.
To the cigarette user who expected to have a smoke but not to con-
tract a diSease, the product did not live up to a warranty of whole-
someness or safety.

The second hurdle for a plaintiff is to convince the court that
warnmq i no defense in an implied warranty suit. This issue has
been seldom raised in product cases. Among the decisions in point,
including the recent opinion in Magee v. Wyeth Laboratories, Inc.,2is
a few have found in the warning a satisfaction of all duties that might
arise from the promise of warranties implied by law.24 Rationaliza-
tions which might be employed are (1) that the warning operates as
a type of disclaimer or an express warranty which is in effect a dis-
claimer,215 or (2) that there is an automatic assumption of risk when
the patient uses the drug with full knowledge, defeating any warranty

20295 F. 2d 292 (3d Cir. 1961?. conclusion of lack of breach of war-
Zl2Judﬂe,Gofodr|_ch refused to o#low ranty upon the ground that there was
the court in finding a breach of an np duty or warranty In the first place
implied warranty since he found no since the plaintiff’s decedent was an
claim made by “the pI?mtlff that the  abnormal P_erson who suffered an al-
mg_arettes were not ‘of commercially Ierﬂm reaction. See alio footpote 243,
satisfactory tobacco. Nevertheless he A See, for example, Ta%Ior V. Jacob-
concurred "because he believed that li-  son, 336 Mass. 709, 147 'N. £. 2d 7/0
ability could be gr_edlcated on negli-  (1958); see also Havion v. Digliani, 148
gent ‘misrepresentation and breach o onn. 110, 174 A, 2d 294 (1961);
ex%ess warranty. 295 F. 2d at 301-02.  36The Taylor case, cited at footnote
Magee v. Wyeth Labs., Inc., 214 214 is a clear example of making a
Cal. App. 2d 340, 29 CaI.,RPtr. 322 disclajmer out of what was originally
1963).  'The court emphatically held intended to be a warnmgn. _On the
that adequate warning of dangers given value of disclaimers and their ability
to expected users afsolved the manu- to weather éUdICIa| attack In_products
facturer from liability for breach of ||ab|||tY cases, see text beginning at
warranty. See footndte 224. But the footnote 182. Also, note “views of

court also appears to justify the same  Boshkoff, cited at footnote 191,
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liahility.216 Nevertheless, it is quite possible for a court to choose
not to regard a warning as a disclaimer or as a device upon which
to predicate assumption of risk as a matter of law. In the usual drug
case, the danger is statistically remote. Liability would be in keeping
with the social policy underIYmg the creation of a warranty—that is,
the promise of the supplier to stand behind his goods if they prove
to be unfit A7 If the argument were to be accepted that adequacy of
warning is a negligence theory concept having no role in warranty
actions, then even ‘though a full warning would negate negllqence
on the part of the manufacturer, warranty liability would ‘still be
open. At such a point it %ght be more accurate to Speak in terms of
strict or absolute Tiability.

Factor: duty to warn patient. Could an argument be made, on be-
half of the patient who otherwise cannot lprevall_, that the manufac-
turer has a duty to warn the patient dlrectr of side effects? That is
can there be negligent failure to warn when the patient is not informed
of the risks he 1s tunning in taking the drug? In the usual situation
in which an ethical drug_is prescribed, the patient does not receive
from his doctor anx warhing of side effects o information on contra-
indications which the manufacturer has made ; often indeed the patient
does not even know what drug is being prescribed.29 Nor is the
Patlent likely to obtain information about the side effects of drugs
rom sources other than statements from his treating physician.20

As a general proposition in products Iiabilit¥ law there is a duty
to warn the intended or foreseeable consumer of a product about its

01n Rosin this defense it must be cent Important Personal Injury (STort%
shown that the true risk was appre- Cases,” 26-27 NACCA L. J 137-14
ciated and had been brought home to 961); 75 Harv, L. Rev. 1445 (1962).
the consumer by the doctor or the The problem of lack of information
manufacturer. See footnote 230, nonetheless exists, however, because
27 See 2 Frutner §33.01 [2], at 124-25.  this rule is honored in the breach, both
28As to policy 1ssues Involved in out of carel_es?ness and out of con-
creating any sort of strict I|ab|I|tY here, sidered medical judgment that a pa-
see general” discussion in Part V. tient can make _n? 00d use of infor-
_ 200n the medical practice in warn-  mation on possible adverse effects of
ing of side effects, see discussion Dbe- dr%s. o
ginning In text at footnote 119. There . The common practice is for the
IS, t0 "be sure, a contemporary duty druggnlst to repack the ‘medicine in his
upon the doctor to Inform' the “patjent  own bottle or to cover over the exist-
of what treatment he is performing, Ing label with his own or to rip off
Including what medicine he is admin-  that part of the label which contains
Istering,” and to obtain his informed the warning along perforated lines
consent thereto. See Hirsch, “Informed  handily provided by the manufacturer.
Consent to Treatment,” 176 /. A. M. A.  See fdotnote. 118 (20 Food Drug Cos-
436 (1961) ; Lambert, “Comment on Re- metic Law Journal 352).
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dangerous aspects.Z2l This duty exists even where there is an inter-
mediary in the chain of distribution who takes some control over the
product and who may himself be ne Ilgient.222_ An important and
sound exception to the requirement that warning be made to the
consumer, however, is made in products cases in which the inter-
mediary is not a mere conduit of the product but rather administers
it on an individual basis, or recommends it in some way, implying
an independent duty to evaluate the risks and transmit relevant warn-
ings to the user.Z3 The ethical drug_ cases, involving as they always
do the epitome of such an intermediary, who exercises independent
discretion and judgment, would seem to fit more closely within the
exception than the rule.

A recent federal case is one of the few ethical drug decisions to
consider the duty to wam the public. In Stottlemire v. Cawood,24
involving death from aplastic anemia attributed to Chloromycetin, the
re(Fresentatlves_of the deceased child, while all but conceding that an
adequate warning had been given to the prescribing doctor, alleged
that the manufacturer had been negligent in not warning the public
of the drug’s dangerous characteristics. The court held, however, that
“there was no reason why there should be a warning . . . given to

21See 1 Frumer ?8; 2 Harper &  23See, for example,
James §22.14, 1255-57; 1 Hursh §2:28.  ford, [1950] 2 AllE.
22 5ee, for example, Alexander v. Kapp v. E." I. Du Pont de
Nash-Kelvinator Corp., 261 F. 2d 187 Co. 57 F. Supp. 32 (D, Mic
(2d Cir, 1958) (dealer failed to inspect WdW V. Frglo as Co., 363 Mo. 40
automobile): 'United States v. Lopb, 192 S, W, 2d 635 B); Stout v.
F. Sug)lp. 4(?1 (D. K}/. 1961). (manu- 208 Ore. 294, 300 P. 2d 461
facturer told dealer of defect’in ‘design ~ See 1 Frumer §
of_brake system but dealer sold car 134,
without pdssing on_information to 24213 F. Supp. 897 (D. D. C. 1963).
uyer); SChI||In8 v. Roux Distrib. Co,  Plaintiff also sued the prescribing doc-
240 Minn. 71, 59 N. W, 2d 907 (1953) tor but lost since there was nd evi-
(manufacturer liable for harm " from  dence of lack of skill and because the
nair d){(e even though beautician failed incidence of reaction was so rare (one
to make required “patch test): Gwyn jn 800,000). The view in Stottlemire
v. Lucky City Motors, Inc, 252 N. 'C.  has subsequently been followed in Magge
123, 113°S. E."2d 302 (1960) " (dealer dis- v. Wyeth Labs:, Inc., 214 Cal. App.
covered brakes of truck "were defec- 340, 29 Cal. Rptr. 322 (1963), where
tive but sold it anyway). _ the court neld that there was no obli-
The,reasonm? I casés of this tyﬁe gation to warn the patient and that
oftin is, that it is foresgeable Iﬁ H reasonable Warnln?, to the doctor suf-
maker that the intermediary. will fail  ficed. The court refied upon the Holmes
to discover and correct a défect or to  case, cited at footnote 223 for the
pass on a warning as to Its nature. Proposmon that. there is only a duty
0 warn immediate vendees.
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the general public.”25 In Marcus v. Specific Pharmaceuticals, Inc.,26
the New York Supreme Court referred to a “duty to apprise the pur-
chasing public of the safe means of use” of thé drug, but this was
said apparently in regard to a set of facts in which there was no
allegation that a prescription drug was involved. In a prior opinion
mvolvmg an allegation of a prescription drug, however, the court
seemed fo indicate that there was no duty to warn the public so long
?s the rgz%nufacturer had given adequate warning to the medical pro-
ession.

Arguments which can be advanced in support of the view that
there iS no duty to warn the ultimate consumer are as follows: (1)
the doctor is intended to be an intervening party in the full sense
of the word. Medical ethics as well as medical practice dictate inde-
pendent Ludgment, unaffected bx the manufacturer’s control, on the
part of the doctor. (2} Were the patient to be given the complete
and hlﬁh|y technical Information on the adverse pOSSIbIlIty assoclated
with the use of the drug, he would have no way to evaluate it, and
in his limited understanding he _mIPh'[ actually ‘object to the use of
the dru% thereby jeopardizing his life.28 (3)" It would be virtually
Impossi le for & manufacturer to comply with the duty of direct
warning, as there is no sure way to reach the patient.29 It should
also be noted that whether or not the patient received a warmngi
intentionally communicated to him by a manufacturer, if the patien

Z5A directed verdict was entered v. Hoffman-La Roche, Inc., 198 Misc.
for Parke-Davis. The ?ourt stated that 540, 99 N. Y. S. 2d 588 (1950) (death
nad the drug been of the over-the- action for use of druq).
counter type” the result would have  Z8Representative ot the rather tech-
differed, For the proposition cited in  nical nature of the warnings. given to-
the text the court cited Parker v. State, da# bg drug manufacturers isthat for
201 Misc. 416, 105 N. Y. S, 2d 735 (Ct. ~ Chloromycetin, set out in text at foot-
Cl. 19515), aff'd, 280 Agg Div. 157, 112 note 99. In addition, there is doubt
N. Y.'S 2d 695 (1952), discussed at whether merely giving such warming
footnote 143, That case holds, how- would satisfy "the duty of adequaté
ever, that where the gangers of a drug warnm?, since 1t has been said in the
are _well-known in the “medical pro- products cases that an overlsy tech-
fession there Is no reason fo place hical warmng is none at all. See Ha
warnings on labels, whereas for over-  berly v. Reardon Co., 319 S, W. 2d 859
the-counter drugs there might be such  (Mo. 1958) (label stated product con-

a %tg fained “cal)m_dm oxide:™ user not taken

2 N. Y. S, 2d 194 FgSuP. Ct. 1_94%. to know this meant that there were
2TMarcus V. Sgecmc harmaceutica d
h

0 k

a%ers present to eyesight).
Inc., 191 Misc. 285, 77 N. Y. S. 2d 508 Certainly advertisement could not
(Sup. Ct. 1948). The court appeared be counted on. See also footnote 220
to regard the doctor who administered on the druggists’ practice of relabeling
the overdosage as the onh{ proper de-  bottles.

fendant in the case. See also Weschier
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in fact knew of the hazards involved and took a calculated risk, his
a_ct&%would more than likely be interpreted as an assumption of
risk.

Factor: intervening fault of doctor. Malpractice of the prescribing
doctor has the potential effect of ellmmatln? the manufacturer’s lia-
bility if the malpractice is construed to be a legally superseding act.Z3
The mere act of prescribing or of exercising some independent control,
however, is not generallg re%arded as superseding.Z2 Nor could it
be convincingly argued by the manufacturer that the doctor is the
patient’s agent for acts of malpractice.23 Furthermore, if the doctor
errs hecause he has relied upon the faulty advice or directions of the
drug house, his fault, if any, is foreseeable and again not superseding.234

But at the other extreme there are acts of malpractice which
would be so unlikely and unreasonable as to be beYond the foresee-
ability of a drug manufacturer, and which could legally constitute
the “proximate” or “sole sufficient” cause of the patient’s harm. Ex-
amples might be:

Z)0n assumption of risk as a de- dealers or other intermediaries, is con-
fense in products cases and recogniz-  sidered In text following footnote 221.
Ing the prevailing rule to be that" one In Gielski v. State, 3 Misc. 2d 578, 155
mus‘1 appreciate the nature and extent N. Y. S. 2d 863 (Ct. Cl. 1956), the
of the risk before his claim is de- court held that the fact that the dru
feated, see 1 Frumer §14; Prosser, was Intended only for prescription woul
Torts §SS éZd ed. 1955). An example not insulate the"manufacturer and dis-
is furnished by the proprietary dru6% tributor from |IabI|I§y to the patient as
case of Valmas'Drug Co, V. Smoots, 2 a matter of law. See also Parker v.
Fed. 356 (6th Cir. 1920), where the State, 201 Misc. 416, 105 N. Y. S._2d
user read on the label of the product, 735 (Ct. CI. 1951), aff'd. 280 App. Div.
Bon-Opto, that it contained zinc sul- 157 112 N. Y. S."2d 695 (1952). .
fate but did not know of the danger- 2BMoelilenbrock v. Parke, Davis &
0us Fropensmes of the chemical. The Co, 141 Minn, 154, 169 N. W. 541
court held that there was no assump-  (1918), expressly rejected such a con-
tion of risk as a matter of law and tention by the defendant manufacturer,
that certain accompanying assurances  Doctors fare not agents or servants, of
of _safety undid an¥ warning effect patients for the purposes of Imputation
which the listing of contentS might of fault, nor is an operation to be re-
ave. . arded as agomt enterprise. Id, at 17,

AL Generally on malpractice in the 169 N. W, at 544.
use of drugs,“see Louisell & Williams, 24 See Ahbott Labs. v. Lapp, 78 F. 2d
Trial of “Medical Malpractice Cases 170 (7th Cir. 1935), where' the doctor
§2.12 (1960) (many cases are gathered erred in aPszg a contaminated prod-
I the " appendix, 631:32l); étetler & uct manufactured by defendant, the

oritz, Dactor and Patient and the Lazv — condjtion of which “he should " have
86-91 (4th ed. 19625; Lindberg & New- noted. The court held, however, that
comer,” “Adverse Drug ReaCtions,” 1 th? manufacturer was, nonetheless [i-
Trauma, Oct. 1959, p, 3 . able because 1t had a dut¥ to warn the

2 A close area of analogy in EJrod- doctor agamst_th use of the product
ucts cases, the intervening fault of even whén spoiled. 1d. at 176.
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(a) Prescrintion of a large overdosage of the drug or otherwise
not following the manufacturer’s directions ;28

(b) Treating a patient with_an obviously adulterated or spoiled

drug
the doctorsacts 7%

especially where its deleterious condition was due to

(c) Prescrihing a drug without first following the manufacturer’s
instructions on testing for allergic reactions or taking a his-

tory of such reactions ;237

(d) Use of a drug experrmentally for a condition not indicated
in the manufacturer’s literature ;28 and

(¢) Perhaps, prescription of the wrong drug.289

ZbAs it is @ common practice for a
doctor to deviate. somewhat from the
manufacturer’s directions by the ap-
plication of his own discretion, it
would have to be a rather wide devia-
tion to constitute_ intervening hehavior.
Among malpractice cases which have
involvéd an overdosage or similar er-
ror see Trueman V. nrted States, 180

conceh)tratron 100 hig h), Larrrn%o(e
Homeopathic Hosp. Ass™n., 181 A. 2d
513 (Del. 1962f idrug overdoseF)

Julren v, Ba ker daho 43, 272
d7 ( ure to II ow manu

facturers rn ruct o $

Misc. 2d 701 23 Y
&Su Ct 1962%, B
8 23S E.?2
v, Pommerenrn 44
P. (1 4)
g

()
o

563 (Tenn. App the ma
turer of a contrast d e was exculpated
when the doctor used 24 cc of the ry
In a case where the defendants litera-
ture referred to 15 cc.

National Drug

2% See Henderson v
Co., 343 Pa. 601, 3A 24 743 (19422
discussed in the text. But see Abbot
at footnote 234, An examgle among
the mapractrce cases Is Volk v. Cit
N. Y. 279, 30 N.
2d 596 (1940) (nurse administered de-
mposed drug which another nurse
had neglr?)ently failed to remove from

drug shel

ETHICAL DRUG MANUFACTURER’S LIABILITY

B This has been pleaded in the peni-
cillin cases.  As examples from  the
malpractrce area see _Horace v. WX
rauch App. 2d 833, 324 P, 2d
666 (1959) (farIure to, test for sensitiyity
to iodme " dye, eo ro ax); Sanzari V.
Rosenfel 167 A, 2d 625

%dea from reactron 0 epine-

hrrne allure of dentist to take a hjs-
ry);” orston v. Pennell, 397 Pa. 28,

15 A. 2d 255 (1959) (decedent’s sensi-
tivity conveyed to Intern who did not
relay it to defendant surgeonst Swar-
itout' v. Holt, 272 S. W. 20 756 (Tex.
Civ, App. 1954).
280n the 1ssue of “experimentation”

see footnote 347. See also Young V.

arke, Damns & Co., 49 Pa. Super. 29
12) (manufacturer . of veterinary
medicine not liable for injury to plain-
ff’s horses where doctor'made experi-
ental use of dru
X Among malprac ice

n v. Greenbaum, 273
1959),47 se

j>
I
o
=%
RS

V. 1
(Tex Civ. App ) 38
bismuth %rven r Domi
v, Pr?tt 11Vt 166 1 A 2d 198 (eldq
rn%utrn)for condition” misdiagnos
labetes
It could be argeued that the manu-
facturer Is Irable ven thougn the doc-
tor has made a serious error and even
(Footnote continued on next page.)
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Henderson v. National Drug Co./40 is illustrative even though an im-
pure dru? was involved. In that case, a patient had developed an
abscess after receiving an injection from the doctor of a liver extract
manufactured by defendant. The court affirmed judgment for the
defendant on the theory that the evidence was as conv_mcm%]that the
abscess was caused by ‘the failure of the doctor to sterilize the needle

as that the drug contained an irritant when made.

. There are, however, a wide range of acts on the part of physicians
which could well be described as professional error and still not serve
to relieve the manufacturer from liability. The following examples
illustrate some of the malpractice situations in which it can be argued
that there is manufacturer liability:

(a) The doctor fails to obtain the informed consent of the patient
to the treatment.24L This would appear to be irrelevant to
manufacturer liability since the error has not affected the
original liability which arose out of the harm inevitably done
whether consent was obtained or not.

(b) The doctor fails to detect some adverse reaction which s
occurrmg or to check its progress b}/ presc,nbmgi counter
therapy.22 Here again it is unlikely that this sort of error
would"be considered as one superséding that of the manu-
facturer who, after all, caused the reaction. At most, it would
be a case of concurrent tortfeasors, although the court did
POtZSSCCEpt this reasoning in Magee v. Wyeth Laboratories,
nc.

(c) The doctor misa%plies or misuses the drug in a manner
which is foreseeable to an experienced manufacturer.24 It

(Footnote 239 continued.) The doctor failed to follow manufac-
though the patient would not have turer’s warning to make tests o de-
been”exposed to the drug but for his tect the fatal disease. Plaintiff sued
acts. It the drug had been proper for the doctors (who settled) _and the
the npatient, thé drug manufacturer —manufacturer in warranty, The court
would be lighle, at least as lon &s the  held, afﬂrmmg judgment “for the many-
misdiagnosed condition did not make the facturer, that ‘the” intervening negli-
user gartlcularla/ susceptible to reaction. gence of the doctor was not foresee-
20343 Pa. 601, 23 A 2d 743 (1942).  able as a matter of law, especially as
210n the duty to obtain an informéd  this was a prescription sale.
consent, see foatnote 219. To a certain der%ree the, manu-
) See cases. cited af footnote 237  facturer can foresee some experimen-
for this situation in the malpractice tation with new drugs, both on dosage
area. and frequency. See Tootnote 235. Love
28 214 Cal. Appn. .24 340, 29 Cal. v. Wolf—Cal: App. 20 —, 38 Cal. Rptr,
Rptr. 392 (1963). Plaintiff's decedent 183 (1984), involVed an action agains
died following use of a prescribed drug. (Footnote continued on next page.)
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has been held foreseeable, for example, that a doctor may
forget what he read earlier,245 or that he will not immediately
notice a dosage change,248 or that he will rely upon what he
reads even though medical practice has modified what was
written, 247 or that he will not heed a warning when in his
independent but erroneously exercised judgment he has mini-

mized the risk involved.248
The doctor or hospital uses a contaminated drug, which con-

(d)

tamination originated in original manufacture and yet might

have heen detected by the doctor.249
~In summary, medical malpractice should be regarded as terminat-
ing manufacturer liability only where the acts or omissions of the
doctor are unusual, gross, and unforeseeable. How far the courts
will go in holding that certain acts were foreseeable is unknown, but
certain decisions such as Abbott20 and Weschlerl point toward manu-
facturer |Iablllt?/. There is little to prevent the application of tradi-

tional joint tort

easor concepts in this area.

Factor: contributory fault of patient. If the manufacturer is gen-
erally liable for injury caused by its drugs, what acts or omissions
of the patient would constitute contnbutory fault of a type sufficient

ysi

to defeat his cause of action?22 An ana

(Footnote 244 continued.) _
a qoctor. who prescribed Chloromycetin
and against the manufacturer, Parke-
Davis.” The doctor used the drug for
a condition which the literature of the
manufacturer did not refer to. In holding
that plaintiff was due a new trial, the
court said, relating to the guestion of
Intervening negligénce: “[I1f the over-
Rromo,tlon can reasonably e said to
ave induced the doctor to disregard
the warnings previjously given, “the
warning gwen Is thereby Withdrawn
or cancelléd and . . . then” the pharma-
ceutical. company’s negligence remains
as an inducing “cause “coinciding with
the negligence” of the doctor to pro-
duce the fesult.” Id. at —, 38 Cal. Rptr.
atfa e 1%.

HAbbott Labs. v. Lapp, at footnote
234: ct., Weschler v. Hofiman-La Roche
Inc., 198 Misc, 540, 99 N. V. S. 2d 588
Sup, Ct. 1950) (duty to warn even If
the doctor is dn expert). .

246Hruskﬁ v, Parke, Davis & Co., 6 F.
24 436 (8th Cir. 1925) (manufacturer

ETHICAL DRUG MANUFACTURER’S LIABILITY

s of the following ex-

haF changed the base for its camphor
solution).

2A7Buf see footnote 335,

28This 1s the theory behind some of
the  Chloromycetin dctions _discussed
In footnote 3°jn Part I. It is claimed
that the manufacturer could have fore-
seen that a doctor would prescribe the
drug for too minor an_infection but
that'it did not warn against this in the
clearest possible language. o
_ 29This %pwentlg was the situation
in Moehlenbrock v. Parke, Davis & Co.,
141 Minn. 154, 169 N, W. 541 {1918.
Z)Abbott Labs. v. Lapp, at footnote

234,
3ZZLWeschI_er v. Hoffman-La Roche
Inc., 198 Misc, 540, 99 N. Y. S. 2d 588

(S%B' Ct. 19I50. . :

Generally " on contrlb_utor,){ negli-
gence In the %roducts liabjlity fiela,
See 1 Frumer 813; 1 Hursh §2:121-
1123, Regarding contributory fault in
dru%alst cases, see Annot,, 79 A. L. R.
2d 301, 329-30 (1961).
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amples,

could be claime

and the
(a)

the various ways in which contributory negligence
to arise, may help to show the scope of this problem
law that probably would be applied thereto. =~

Though the patient has received clear directions from the
treating doctor, he fails to follow them, for example, by taking
an overdosage. Here there would be a valid defense for the
drug house, at least if the act of the patient were a cause-in-
fact of his harm.23 There would Probably be no defense,
however, where the same harm would have occurred had the
patient followed directions correctly or where the directions
were in error and the patient in reliance on his doctor fol-
lowed them .24

The patient neglects to report reactions which he is experi-
enpmqq or fails to tell a doctor about a previous experience
with the same drug. If it could be expected that an ordinary,
prudent layman would make such a report, his failure to do
so could constitute contributory negllgence_ as to the drug
manufacture, 25 as well as to the doctor in a malpractice
claim.2%6 [For footnote 256, see next page.]

showing

R Misuse of a product is a standard
defense In products cases, 1 Frumer
§15. A weII-acknowIedqed excegtlo_n
exists, however, where the misuse I
foreseeable. Momentary for%etfulness
can also be anticipated” by the manu-

facturers, as in rc% V.. Finn__Equip,
Co.. 310 F. 2d 436 (aﬁt Cir. 196% and
Bean v, Ross Mfg. Co. 344 S, W. 2d

18, 25 (Mo. 1961}. But see Day v. Bar-
per Cohnan Co.. 10 111 App. 207494, 135
N. E. 20 231 (1956].
_As for the problem of factual cause,
it should be noted that mere over-
dosa% may not In itself constityte
contributory faylt, since even with
proper dosage the same harm might
nevertheless "have occured; this Is es-
pecially so where the nature of the re-
actionis an allergic one, unrelated to
dogsage, freque %k/, or Huratton of use.
M accord with this view, see In-
volving druggists, Dunlap v. Oak Cliff
Pharmaczy Co, 288 S. W. 236 (Tex. Cjv.
App. 1926). See also Gzwnn v. Duffield,
61 lowa 64, 15 N. W, 594 (1883).
Xolp some cases for example, the
manufacturer has é)leaded that the pa-
tient failed to give his doctor a com-
plete history and record of all allergic
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reactions or to advise the doctor of
reactions which were presently occur-
ring, or that he failed to revisit the
doctor or to stop taking the drug. In
many situations the pafient would not
be under an obligation to report he-
cause he did not realize that he was
undergoing a reaction separate from
that which might be expected to arise
from the condition for which he was
being treated, Reliance on the knowl-
edge” and skill of the doctor is to he
expected. See, for_example, Bocck v.
Kéita Dru% Co., 155 Kan. 656, 127 P.
24 506 (1942).

_An analogy for consumer fault might
lie in products liahility law with cases
In_which one continugs to drive a car
after he knows the brakes are defec-
tive—hehavior which has been held to
constityte contrlbutorx\ ne%llgence. Ben-
ton v. Sloss, 38 Cal. App._2d°399, 240 P.
24 575 (1952) : Razols V. Ziegler, 107 So.
2d 601 [Fla. 1958]; Hembrée v, South-
ard, 339°P. 2d 771 (Okla. 1959). Also
analogous are cases involving users
of hair products who have had prior
reactions or ignore F_resent indications,

(Footnote continued on next page.)
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(c) The patient takes a drug which was not prescribed for him,
or otherwise self-administers a drug that is not proper for
him. Here courts would tend to find contributory fault on
the part of the user, as indeed was the holding in the recent
case of Kasperowitz v. Shering Corp.257 The fact that a dru
falls into the hands of one for whom it was not prescribed,
however, should not constitute a defense of contrrbutory
neglrgence as a matter of law where the mode of access was
foreseeable and not illicit.258

In summary, it is Irker that the general tort rules of products

liability cases will continue to be applied in drug negIrR‘ nce actions
when the defense of contributory neglrgence is raised. Nevertheless,
as was remarked in Hruska v. Parke, Davis & Co.,259 the parties are on
grossly different footings and the patient should be treated defer-
entially by the one with superior knowledge of the propensities of
the product he sells. As to the availability of the defense in a warranty
action, the law is unsettled. 20 A series of recent cases has held that
the defense is inapplicable on the grounds that contrrbutory nerfrlr
gence refers to the consumer’s behavior and not to the failure o

product to live up to its warranties. The breach occurs, if at all, by
virtue of the manufacturer’s acts without regard to the subsequen

gFootnote 255 continued.) at least in the absence of evidence

ee, for example, Arata v Tonega‘to that a doctor would not have pre

159" Cal. App. 2d’ 837, 314 P. 20" 130 scribed this shampoo for the pIarntrff
(1957). . hbecause _of his proneness to ‘contact
2 0n . contributory neglrﬁence in dermatrtrs See footnote 239,
malpractice cases, seé Louise e for examole involving other
liams, cited at footnote 231, §2 products Maddox Cotfee Co. v, Collins,
|Kellg Vv, CarroII % Wash, 3" 483 219 20 306 (Ct. A
P.2 1932) Fplarntrff ate coffee with glass’ in
23770 N. J uper. 397, 175 A. 2d 658 it whilé this was not a normal”use of

(A(P Div. 1961). PIarntrff purchased
andruff cure, w |ch was {0 he sold
prescription’ ondy without a

scn tron Upon eveloping contact
dermatrtrs plaintiff sued the”manufac-
turer for negligent failure to wam, and
for breach of éxpress and |mPI|ed wal-
ranties. The court held that plaintiff
was contrib utorrY negligent In buying
the drug without a prescrrptron See
Drckerson “Recent eveIo ments |n
Food Products Lrabrlrt rac. :
April, But even |n
this case |t is arguable that the manu-
facturer should “be liable since ex-
ﬁctl the same harm resulted as would
ave It the plaintiff had a prescription,
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coffee, the manufacturer’s usual duty
to guarg agarns |mpur|t|es In coffee
extende Harper v, Remrn
ton Arms Co 15 Mrs 53, 280 N
upp 86 sSup 1935), aff'd, 248
Y. Supp. 0

S
19%6 testrnqt ype shells ~ of hrtg
Bvower came Into “possessign of hun er

ith, an ordjnary gun See also d
cussions |n footnotes 239, 253.
y. Parke, Davis & C

(8th Crr 1925) (further drs
£

e g nerallt{ 1 Frumer §1%01 [3}js

Sr§h 530
962).
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acts of the user. 6l A manufacturer, however, cannot be taken to
make a promise that his product is safe from all possible types of
misuse. Where misuse or abuse of the product, rather than merely
contributing fault, causes the harm, there arguably should be no
warranty liability.22

2 Inadequate Warning of Known Side Effects

The drug manufacturer is under the same duty as any chattel
supplier to give an adequate warning about dangerous characteristics
or unsafe means of using his product.283 While few drug cases will
involve the total absence of warning where the manufacturer does
have knowledge of side effects, it can be anticipated that litigation
based on inadequate warning, the so-called “watered-down” warning,
will not be uncommon. Some variations of the allegation of inade-
quate warning are considered in the following paragraphs.24

a, Warning put in some literature but not everywhere

It is not uncommon to see a drug advertisement which has no
warning in it except perhaps by the implication raised in a small-type
reference to “more detailed material on side effects available on re-
quest.”265 It is possible that a doctor may never see the comprehen-
sive, FDA-required warning, and may recall best what has been most
prominently brought to his attention—the colored ads with their
assurances. If it can be shown that the doctor relied upon the most
liberal, watered-down statements available to him, the question raised
is whether a manufacturer sued for inadequate warning could defend
on the ground that he had complied with FDA requirements as to
placing the closely-worded, FDA-approved warning in certain stip-
ulated places, such as in the labeling accompanying the product. The

ALBrown v. Chapman, 304 F. 2 149 discover an obvious defect or failed to
153 (9th Cir. 1962), in which it was held ~ guard against its known presence. It
that “contributory “fault of user serves ag/ be that a better term for the de-
merely to put the warranty to the test:  fense in warrantg IS assumption of risk.
One “may. well rely upori a warranty ™ 1 Frumer §8; 2 Frumer §33.01[3J;
as protection against “aggravation of 1 Hursh §2; Annot, 76 A. L. R. 2
the “consequenceS of ong™s own care- 9 (1961). .
lessness.” " See also erght v. Carter Detailed discussion of factual
Prods,, Inc., 244 F. 2d 53 (2d Cir, 1957) ;  cause has been omitted. It is assumed
Jamot v. ‘Ford Motor Co., 101 Pa. that had the doctor been given an ade-
Super. 422. 156 A. 2q 568 &1959?). quate warning he probably would have

 This is the view taken Dy Pros- altered his course or would have told

ser in “The Assault Upon the Citadel the patient, who would have altered

%rem}_ LlJabI{b% to(ltSrJ]GeO)COtnhsautmt re rea? thez@é’”“%" ion beginning at foot

.y —tnat I e¢ discussion beginning at foot-
defense is that the plaintiff failed to note 115. dining
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answer is almost certainly in the negative, since it is incumbent upon
the manufacturer to bring the warning home to the doctor.266 This
very failure to include warnings of equal strength in all literature has,
in fact, been the basis of liability asserted in several of the recent
Chloromycetin cases.27

b. Warning ?iven but minimized and accompanied by
alse assurances of safety

While reversin% judgment for plaintiff, the appellate court in
Love v. Wolf,268 the Tamous Chloromycetin case, held that the plaintiff
had made out a submissible case of neghgen_t failure to warn, based
upon “watering down” and dilution. Plaintiff at trial had claimed
and had produced evidence that the prescribed FDA warnings29 had
been changed, if only by a few words, in order to minimize the effect
of the warning and thus, to enhance sales.2l0 There can be no doubt,
based upon precedents in other products liability areas and upon
analysis of the special problems involved in drug cases, that the
minimization of dangers can amount to inadequate warning.2/1 False

M The effect of warning given can (19531 As is ably stated b%/ Hursh,
be evaluated under the térms of the “The view has beén taken that when
“accompaniment doctrine,” footnote 94, a manufacturer undertakes by printed
which 'judges the representations of instructions to advise of the proper
the manufacturer on the basis of all method of using his. chattel, he as-
material sent out by the manufacturer sumes the responsibilities of glvmg
and not just the labeling on the box accurate and adequate informatiof wit
or hottle.” Further, it has been routine-  respect thereto, and his failyre in this
respect mav consltéft;ute negligence.” 1

Hursh §1:29

ly held that FDA regulations establish 0

an administrative minimum but do not

necessarily establish a proper standard
of conduct_ for civil purposes. See
footnote 297. It %h_ould also be noted
that even If the failure of the doctor
to have read the detailed literature
could be called an act of malpractice,
at most, such fault would onl%/ he
deemed concurrent wjth that of the
manufacturer in ssuing a watered-
down statement.  See “discussion In
text at footnotes 244-48. , _
A number of tort cases mvolvmg
other classes of products have hel
that to .be ?ffectlve, a warnm,g must
appear in all materia] which 15 likely
to come to the user’s eyes, See, for
examgle, McLaughlin "v.” Mine Safe\t)/
Appliance_Co., 11°N. Y. 24 62, 226 N, Y.
S 2d 407, 181 N. E. 2d 430 (19622”;
McClanahan v. California_Spray-Chefn.
Corp., 194 Va. 842, 75 S. 'E."2d 712
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A7 See footnote 3 In Section |,

— Cal. ﬁp. 20 —, 38 Cal. Rptr.
183 (1964). The court also rested its
new trial “order on negllgence, based
onover-promoticn by Parke-Davis;
see footnote 244,

) See Kefauver Report 194; 21 C. F. R.
§ 146d.301 (c1 f(l962?._ _

Z0Counsel for plaintiff reﬁ]orted that
slﬁ)ecmc instances "involved the use of
the word associated in the phrase that
certain diseases had been associated with
the drug, rather than using the direct
word caused: Boccardo, in NACCA 11th
Annual Western = Regional Transcript
127, at pages 137-3% 1962&.

Se FrT_mer 8.05: Noel, “Manu-
facturer’s Negligence of Desqn or Direc-
tions for Use “of a Product,” 71 Yale
L. J. 816, 843 £19622,; Spruill v. Boyle-

IFootnoté continued on next page.)
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assurances have the effect of undoing whatever proper warning might
have previously been given ;272 even ambiguity in a warning may
negate the effect of the warning.273

¢. Statements made by detailmen diluting proper warning

Reference has been made to the practice of detailmen making
untrue statements about the efficacy and safety of their drugs, either
because of the manufacturer’s orders or their own drive for sales.27
Since these men are ordinary agents for the manufacturers, such a
dilution, regardless of motive, should be considered as falllng within
the grounds for madeguacy of warning stated in the preceding para-
graph, the accuracy of literature actually accompanying the product
notwﬂhstandmg 2

d.Instructions for use which do not amount to a warning

A manufacturer who has not otherwrseglven full warnings in the
typical form used by the pharmaceutical trade might point to instruc-
tions or directions for use of the product as satisfying the duty to
warn. Cases involving other products, however, have implied that
mere directions do not amount to warnings.2/ And, as a corollary,

mptnote |271 contlnued}

4th C|r
%%6%38 Sagori’o V. S%reax (%rp
Is_for ljability

alt, 103 So 2 303 FleP d Drug
Marcus V. a%)eu IC bF§ﬁarm'c1ceut|cas Inc)

See ﬁqbeﬁ%tnmeﬁear on %ﬁ 319

B S B 4

/i ample inyolvi n-dru
odugct IS W Wer v eva %a?ang Ins !
label of cleaner sald not to use |t |n
bathtubs but agent displaying it sajd
It was pro per for tubs; warnln? held
nullified b contrary representa ions).
ac

—,

YV[% 8[_.‘} . See Ruud, “Manufacturers’ L|ab|I|ty
u on 346 for Representatlons Made 3/ Th e|r
W . 1961); Alfier! ]?F(Q,SLE\W_QI ers to Subpurchdsers
aho orp, Div." 24, 455 Bv. 251, 280 ( 19613 In the
35 Y. 753 (1962), aff'd 12 detailman  situation envmone in the
Y. 2d 1098 40 N Y. S, 2d }_\63 text the existence_of ag enc% can clear-
&]?0 V& 24535 (1963): Crist V. Art |y be made out, There probably would
etaI orks, 230 %p Div. 114, 243 be no parol evidence problem Since no
I:pp 2?2 N. Y. 624 written agreement is being altered by
2141 6 1} enbusch V. contemporaneous oral stew ?nts
mbr03|aM kC 81 App. DIV. 97, The court in_Love V. Wolf, see foot.
05 pglglf alze V. note 268, specmcally found evidence of
an IC e , 352 Pa. b1 41 A 2d d|rec ns 0 salesmen to Wte warnmgs
ame U &P
gfs rexample Sch|II|n V. Roux DIS- 2? l(_spa 195 ar man\/ at|on
trl C Minn. 9 N. W. %0 0N W
35] See generally 1 Hursh

2240 at
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when the manufacturer, including the drug supplier, undertakes to
give instructions to guide the practice of the physician he can be re-
quired to go one step further and disclose the adverse effects, on the

grounds that t.eIIing7 half the story amounts to false assurance of
safety by omission.2

e. Subsequent discoveries of side effects not communicated

The usual practice for a manufacturer who discovers side effects
after marketing a drug, after reporting to the FDA, is to send out
warnings about the adverse reaction as soon as possible to doctors
and dispensaries.2’8 It is at least arguable that the failure to adhere
to this process of notification constitutes a failure to warn, especially
when the causation is fairly definite, the side effect severe, and reason-
able means are at hand to send out warnings.2m

f. Complete absence of warning

Total absence of warning in the face of knowledge, a situation
of almost certain liability,280 15 an unusual matter in drug litigation.
Where the warning omitted is one prescribed by the Drug Act or
regulations issued thereunder, violation of these is evidence of failure
to warn and might be regarded as negligence per se.281 Such complete

Footnote 276 continued.) f(7th Cir. 1935) édiscussed in text at
1935)  Bean v. Ross M}g. Co., 344 footnote 144): and Halloran v, Parke
W 218 (Mo. 1961). See %enerally ,ﬁaws & Co., 245 Ag . Div. 727, 280
1 Frumer §8.05 On use of this same N. Y. Supp. 58 (1935). It is of some
type of language as a disclaimer, see evidential value that while the manu-
text accompanying_footnote 215. facturer did not warn about his par-
217 See footnate 272. ticular drug, other manufacturers of
2B See discussion footnote 122 and d_réjgs composed of the same chemicals
accompanying text (20 Food Drug Cos- did "warn.  This would tend to show
metic_Law Journal 353). both that there was constructive knowl-
20 See, for example, involving non- edge on the part of the defendant and
dru%cases, De Vitg v. United Air Lines, thTt he failed to use available reason-
98 F. Supp. ,88_? . D. N, Y, 1951)  able Brocedur,es for warning purposes.
(hmedlcal specialists told manufacturer 21 Orthopedic Equip.. Co. "v. EUsttlcr,.
that carbon monoxide was escaping In 276 F. 2d 455 (4th ‘Cir. 1960) (viola-
Plane they were Producmg but manu- tion of misbranding section of Drug
acturer did not follow up on advice; Act._nggh' ence 2ner se): Merck & Co.
liability for a_subse%uent accident was V. Kidd, 242 F. 2d 592 gﬁth Clr.}, cert,
based Upon failure to warn): Comstock ~ denied, 355 U. S. 814 fl 57) (detendant
v, General Motors Corp., 358 Mich. 163, manufactured blood plasma which con-
9 N. W. 2d 627 (1959) (power brake tained undetectable “serum hepatitis;
master cylinder began’to fail in use platiff sued on the theory of negli-
after 'some automobiles of the new gence per se for violation of the Fed-
model had been distributed to deal- &ral Drug Act and its state counter-
ers; manufacturer negligent in not part; the majority held that the Plasma
sendlrll&a warning letter'to purchasers). Was not “filtny” and hence not In vio-
A Examples among ethical drug cases  lation of the “laws). Cases Involvin
are Abbott Labs. v. Lapp, 718 F.2d 170 (Footnote coritinued on next page.
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failure to warn would appear to be good evidence in a suit based on
deceit or fraud if there were any accompanying positive representation.2

3, Side Effects Unknown; Manufacturer’s Duty to Discover

~The third basic situation, that in which the manufacturer at the
time of the patients injury is unaware of the harmful propensities of
his drug, is perhaps the most interesting of the three since it raises a
number of issues which may be regarded as unsettled today.

a, The duty to know the nature and effects of a drug

Well-recognized in many products cases is the duty of the manu-
facturer to make a reasonable effort to know the nature and effects
of the product which he puts into commerce.28 Failure on his part
“to know the nature of his beast,” as it is sometimes put, can thus
expose him to negligence liability. This general requirement has been
Sﬁecmcally defined to cover knowledge about the chemical nature of
the product sold and its hazardous proi)en3|t|es.284 The manufacturer,
after all, holds himself out to be a highly skilled expert in the product
s0ld28% and the user can rightly presume this.288 Where there is a

B Holland v. St. Paul Mercury Ins.
Co., 135 So. 2d 145 O(La. App. 1961)
where child consumed rat poison, ac-

(Footnote 281 continuedg ,
druEglsts are ?athere in Annot., 79
ACLTR. 24 30

, at 326-28 {1961). As
t ,fhe intent_ of Congress {0 make a
civil_cause of action “for violation of
the Drug _Act,_see “Developments In
the Law: The Federal Food, Drug, and
Cosmetic Act,” 67 Harv. L. Rev. 632,
722 (1954

_ 22This type of action is considered
in_text beginning at footnote 193,

LFrumer §8.01, at 144 id. §12.01 [ll]'
at 227, 2 Harper & James $284 a
1541;" Keeton,” “Products  Liability—
Proof of the Manufactyrer’s Ne%lgﬁnce,”
49 Va, L. Rev. 6/5 (1963’7); oel, see
footnote 271, at page 847, Involving
ethical _drugs, see™ Moghlenbrock V.
Parke, Davis & Co.. 141 Minn. 154, 169
N W. 541 (1918) (duty to know uses
which medical profession will make of
drugN Giclskie . State, 3 Mise, 2d 578
155°N. Y, S 2d 863 (Ct. Cl. 1956
further history stated at footnote 335
trial court Elaced_a duty upon many-
acturer to keep its literature on ad-
ministration of the drug_up to date and
reyised in accordance with latest medi-
cal theories).

PAGE 402

cidentally, duty to kngw compositjon
of poisgn so “that defendant-Supplier
could tell doctor for antidotal gurp se%;
Braun v. Roux Distrib. Co, 312 S. W.

2d 758 (Mo. 1958).
sss«r[ person’ who undertakes such
manufacturing will be held to the_skill
of an exert in that business. . .. Thus
he must keep reasonablg abreast of
scientific knowledge and discoveries
touching his Broduct and of techniques
and devices Used by practical men In
his trade, He may also be required to
make tests to determine the Eropensmes
and dangers of his product.” 2 Harper &
James §284, at 1541 See also Dalehite
v, United States, 346 U. S. 15, 47, 53
g1953) (dissenting opinion) ; 1 Frumer

8.01, at' 144-46,

X)Several Massachusetts cases have
created a presumption that the manufac-
turer knew the nature of the product
sold, with the effect that the plaintiff has
been able to make out a prima facie case
of failure to warn and that the defendant
has the burden of rebuttal, See Farley v.

(Footnote continued on next page.)
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to know, and there have also been assur-
ances or statements b}/1 e manufacturer that the product is safe,
harmless, or the like, when in fact it is not, a negligent misrepresenta-
tion action may also be available.287 As has been Indicated, this type
of ass%gnce has not been uncommon in contemporary drug adver-
tising

b. Duty to make tests and investigations of product

It follows as a corollary to the duty to know the nature and
effects of one’s product that the manufacturer is under a duty to use
reasonable efforts to discover this information.289 Failure to take
reasonable st FS prior to marketing a new product to_determine
whether it will cause harm ma%/ constitute neglrgence The manu-
facturer must consult the available scientific and technical literature,
and if it is inadequate he must make his own tests and experiments,
After marketing, he is oblroed to keep abreast of the scientific and
medical developments of relevance to his product and to apply new
mvestrg/atronal techniques as they are developed.20 Pritchard v. Lr?
gett & Myers Tobacco Co., 2L a cigarette-cancer case, is a good example
of the duty to test. As agarnst the manufacturer’s defense that there
was no evidence to show that it knew of the carcinogenic effect of its
product or that it should have known in the reasonable exercise of

ootnote contrnued d ﬁMO 1958);_ O’Donnell v, As-
n/‘ C,Z W ee xyertCo 13°N. J. 319, 99
639 930 hornh arpenter or 2d 517

failure to warn and a dut

Mass. 5

1811? 1Frutmer §12011 at 228 30
ote the intere ro fetary dru
case of Flletrusv \SI\/aﬂ( n)s 22 Mrnng
2d 799 ( ' (manufac-
turer heId charged wrth notrce of alkali

In_shampoo).
B See text beginning at footnote 197,
%See text beginning at footnote 112
:S%O ood Drug Cosmetic Law Journal

Cases announcing this rule, but in-

voIvrng ducts ot r t d In-
aI%()I%gnt (qc

Ir.
0. V. ayfor,
%15 Ark 63 222 820 (194

CW 2 K 9

d7 Z(Zflgseé Qr:%d Iecui\ V. %u Pe(r)
1960 bersv eneral Chem. &o 10
Mraun V. Roux I\f)rs}lvrb 80 7312(189 &)
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See %eneralli/ 1 Frumer §6:0L at 65—
1541 ”Hﬁrrpler Bma”%eé
age should be note
tesat 5 % being discussed ?rere rn the
sense that the design or overall quality of
the basic product s bern? examined “and
not in the sense of a fa(i or% ine msgec
hich 1s con-

tr%n og a comptletrted artic
sidered in_footnote 1

See Braun V. Roux Distrib. Co., see
foo tnote 289 (manufacturer deemed {O°
know whatever was in medical literatyre
on. possibility of toxic reactions to his
hair dye; sirice he made, no_ tests whatso-
ever ligble for reaction). Note the
parallel here to the duty in malpractrce
cases upon. a physician to stazl abreast o
modern screntrfrc developments. McCoid,
“The Care R urrd Ef edical Pracn
tioners,” 12 ev. 549,

1959
( 2812)95 F. 24 292 (3d Cir. 1961).
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care, the Third Circuit held that the issue of knowledge, actual or
constructive, should have been left to the jury.

The duty to discover, of course, is onlr a relative one, and the
manufacturer need only show that reasonable steps were taken under
the circumstances. Reasonableness here would depend upon the per-
formance of scientifically-acceptable tests and adherence to good
standards currently practiced by manufacturers of like products. As
far as negligence goes, therefore, a manufacturer who has tried to
anticipate the hazards of his products is protected, but the man who
has made either no tests or patently inadequate ones is not.22 It has
been stated also that, where a new product potentially dangerous to
life is involved, the degree of testing required is greater in quantity
and quality than that required for the ordinary product.283

Carrying these general propositions over to the ethical drug
manufacturer, it is apparent that ethical drugs, more than any other
product, are subject tOJJre-marketlng investigation. But even though
the degree of testing done for drugs would probably per se satisfy
that required for any other class of products, it still remains to de-
termine whether a specific manufacturer whose product has suddenly
produced side effects after marketing should have known about the
effects before a private patient was harmed. Why the vast clinical
trials performed on drugs do not turn up side effects before marketlng
IS an asfyet unsettled issue, as has been pointed out.2%4 If the accepte
reason for failure to detect was that no one knew, or that it was due
to “undetectable factors,” it would have to be conceded that the mere
failure to detect presents no evidence of negligent investigation. Con-
sider, however, the evidentiary value of the following possible ex-
planations for failure to detect adverse reactions before the litigant
was harmed:

(a) The sample used was not large enough to detect this unusual
side effect;

(b) The wrong sample was used, one omitting, for example, a
specific class of persons (for example, pregnant women, arth-
ritics) who reacted to the drug;8

22There is, however, in all cases, the 51953)' Chapman Chem. Co. v. Taylor,

factual cause issue. Thus, even had the 215 Afk. 630, 222 S. W. 2d 820 (1949).

tests been performed, is it probable that  As stated in Pritchard, “The precautions

they would have detected the harm which necessam{ to comply with the standard of

IS complained of? reasonabileness vaéy with the danger in-
A3 Noel, at footnote 271 a\uﬁa e 833, volved” 295 F. 2d'at 299

relying upon Q'Donnel v, Asplundh Tree B4 See text following footnote 119,
Ex)r/)er% 0., 13 N. J. 319 98 A. 2d 577 g
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(c) The data gathered were improperly or carelessly analyzed
for occurrence of reactions;

(d) The data were tailored or rigged, or the supposed tests were
not actually performed.

For a litigant to make use of any of these factors he would need proof,
first that such a failure did in fact happen, second that it was not good
medical or scientific practice to make the omission or other mistake,
and lastly that such failure was the cause-in-fact of his harm. This,
needless to say, would be rather difficult, unless some sort of procedural
device such as the doctrine of res ipsa loquitur were applied, or unless
fraud or concealment were involved.25

~Two arguments which might be put forward in defending against
liability should be considered. First, the manufacturer might defend
on the basis of compliance with the stringent FDA requirements for
approval.28 Certainly such compliance would be substantial evidence
of due care; but, as a matter of law, such conduct would generally not
constitute due care per se.297 The second defense—that the manufac-
turer relied on its doctors who were both carefully chosen and acting
as highly skilled independent contractors, and that the manufacturer
was not itself skilled in experimentation—ought to be promptly re-
jected both by simple agency doctrines 298 and by application of the rule
above defined that the maker himself is taken to be skilled and expert.

¢. Strict liability without means of knowing of adverse reactions

In a breach of implied warranty action, the question may be whether
the manufacturer should be insulated from liability on the ground that

ABExpert evidence, especially from a compliance with the PPIS’s “Minimal
clinical ‘pharmacologist, would be the  Requirements” was proof of due care.
most persuasive form of proof. For the  Cases involving products other than ethi-
evidentiary value of manufacturer with- cal drugs include Arata v. Tonegato, 152
drawal of a drug or madification of its  Cal. App. 2d 837, 314 P, 2d 130 (19572)'
formula to reduce toxicity, see text at  Tampa Drug Co. v. Wait, 103 So. 2 603
fogtnate 33?_. , EFIa. 1958)"; Maize v. Atlantic Refinin

26See Sliny v. Parke, Davis & Co., Co, 352 Pa, 51, 41 A. 2d 850 (1945).
Fed. Dist._Ct, Detroit, Mich., pleadmi]s Contra Holllngsworth v. Midivest Serum
reported, Drug News vveckn(, Nov. 1  Co, 183 lowa 280, 162 N. W. 620 (1917;
1962 §J 8: Love v. Wolf, footnote 268. ~ See also Kriendler, *Admission and Ef
17%97T%e gen_e_rally 1 Frumer §8.07, at fect of Government Approval and Certifi-

. The

ecision 1n the Cutter cases, 182  cation of Aircraft,” 3 B.
Cal. App. 2d 602, 6 Cal. Rptr. 320 Comm. L. Rev. 367 (1962). ,
g196_03, |nd|cat?s th%t Public " Health ~  ZBOn evidence of an a([;ency relation-
ervice approval of the product did not  ship existing between tester and manu-
operate as a defense for the laboratories,  facturer, se¢' footnote 168.
even though their counsel argued that
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he could not have known of the dangerous propensities of his drug by
the exercise of reasonable skill and foresight. To create warranty
liability here, it would be necessary to hold the manufacturer to strict
liability—virtually that of insurer. By definition, he has done all possible,
making the product perfect in the commercial sense, and no available
scientific knowledge or devices could have discovered the defect in advance.

To date, it has been the cigarette-cancer cases that have raised this
question in a clear fashion : Has the manufacturer of cigarettes broken
an implied warranty to a smoker who develops cancer where the jury
has found as a matter of fact that the manufacturer could not have
known of the carcinogenic property of its product by the reasonable
application of human skill and foresight? The Florida Supreme Court
in Green v. American Tobacco Co.,29 took the liberal view that there
could be a breach of warranty under these circumstances, stating:

[lImplied warranty I|ab|I|t%/ is not limited by the foreseeability doctrine, the
reasonable aPpllcatlon of human skill and foresight” test of toft liability. . . .
A] manufacturer’s or seller’s actual knowledge or_opi)ortunlty for knowledge
of ‘a defective or unwholesome condition is wholly irrelevant to his liability. on
the theory of implied warranty. ... No reasonable distinction can, in our opinion,
be made between the physicdl or practical |m_P_055|b|I|t _of obtaining knowledge
of a dangerous condition, and scientific ability resufting from a current lack
of human knowledge and skill. . .. To hold that prevailing industry standards
supplant the ordindry standard of objective tryth and proof, and should be con-
clusive on the issue of a product’s reasonable fitness for human use or consump-
tion, would be to shift to the purchaser the risk of whatever latent defectiveness
may ultimately be proven by experience and advancement of human knowledge,
a risk which we are convinCed was from the inception of the implied warranty
doctrine intended to be attached to the mercantile function.dd

The Fifth Circuit had held otherwise in the same case 301 before it was
submitted to the Florida court. The Fifth Circuit subsequently reached

a0 154 So. 2d 169 (Fla. 1963). Q304 F.o2d 70 (5th Cir. 1962). The

d0See footnote 299. The quoted ma-  court first held, with judge Cameron dis-
terial is taken from throuvghout th? senting, that there was no breach of war-
opinion. The Florida court was careful ranty,”but on rehearing agreed to certify
to avoid passing upon.the merits of the  the “question to the ~Florida Supreme
case, Including “such issues as whether — Court. After the Florida, Supreme Court
there was privity, whether the cigarette  opinion, the Fifth Circuit remanded. the
was unmerchantable as a matter of law, case for a_new trial. Green_v. American
an?( whether there was assumgtldon of  Tobacco Co. 3% F. 2d 673 (5th_ Cr,
risk. Green differs from Pritchard, dis-  1963). For a thoroug,hgomgf analysis of
cussed In text at footnote 291 in that the earlier Green case’in the federal court
Pritchard arose on the issue of the manu- and critical” discussion of its reasoning,
facturer’s dutg’ to_know, not whether see Comment, “Clgarettes and Vaccing:
there 8ould e liability regardless of  Unforeseeable Risks In Manufacturers
knowledge. L|e1§1|l|ty Under Implied \WVarranty,” 63

Cohim.”L. Rev. 515" (1963).
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a similar result in Lartigue v. R. J. Reynolds Tobacco Co.,dR reason-

ab

in% that there could be no breach of warranty for inherently unknow-
e defects in that breach is based upon a manufacturer’s superior

opportunity to gain knowledge of his product, something he was here

unable to do.

Strict liability is also the rule proposed by the Restatement of
Torts, 3B although the comment to the relevant section would seem to
exclude some drug reaction cases.34 There is much precedent for strict
liability, of course, in those food cases in which the harmful foreign
substance could not have been provided against, 3% and in the explod-
ing bottle cases.306 [For footnote 306, see next page.]

8317 F. 2d 19 (5th Cir. 1963). The
court held that there could be nobreach
of warrant% where |nJurP/ was caused by
a produyct the harmfu] effects of which no
presently existing scientific skill or fore-
sight could disgover, _

A number of other cases have involved
the issue of the liability of the manufac-
turer who does nqt know of the defect at
the time of manufacture although he was
In_possession of all of the data which
science could supgly, hut these have in-
volved undetectable impurities in the

roduct. See Kcnower V. Hotels Statler

0, 124 F, 2d 658 (6th Cir. 1942):
Hunter v. E. |. Du Pont de Nemours
Co. 170 . supp. 352 (W. D. Mo, 19582"
Pietrus v. Watkins Co. 229 Minn. 179
38 N. W. 2d 799 (1949) : see also foot-
note 344, But see den]\élng I|ab|I|t?/,
Merck & Co. v, Kidd, 242 ¥, 7 592 (76h
Cir.), cert, denied, 355 U. S. 814 (1957) ;
Livesley v. Continental Motors Corp.,
331 Mich. 434, 49N, W. 2d 365 (1951) :
Canavan v. City of Mechanicvilie, 229

Y. 473 128 N, E. 882 (1920).

JBRestatement (Second% Torts, §402A
(Tent. Draft No. 7, 1962). The Re-
porter js Dean Prosser whose views. on
strict liability are reflected in his article
on warrant?/,_ “The Assault Upon the
Citadel (Sfrict Liability to the Con-
sumer),” 69 Yale L. J. 1099 (1960).
Comment d makes 1t clear that drugs
are included in the section, although the
text refers only to food, and that no dis-
tingtion 1S to” be made between drugs
which are ingested and those parenteral
ones which Come into contact with the
skin. The term “warranty” is nowhere

S
e
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used in this section; its omission and the
substitution of the concept of strict
liability are discussed in comment m,
The néw section has already elicted much
comment, mostly critical. The legal
counsel for a food manufacturer has at-
tacked the section as not representative
of the law as it stands today, Condon,
Product Liability Problems™ 57 Nw.
U. L. Rev. 536 (fl 62). The court in the
Lartigue case, footnpte 302, cited the
section with approval, as did Boshkoff,
“Some_Thoughts About Physical Harm,
Disclaimers and Warranties,” 4 B. C.
Indust. & Com. L. Rev. 285 297-300
51963) (who believes that both the tra-
itional warranty remedK and the new
strict I|ab|I_|t}/ concept s ouI? be main-
tained as differing thegries of recovery).
3 Comment k “considers the situation
in which a prodyct is valuable and Yet it
causes a type of harm which Is_ undetecta-
ble, citing hypothetically the instance of
a vaccine. Here, the comment declares,
there should be no strict liability since it
cannot be said that the product IS un-
reasonably dangerous, a requirement of
the sectign. It7is believed that this dis-
tinctjon 1S erroneous since If aPplled It
would tend to eliminate the great bulk of
warranty-non-negligence actions which it
I Intended_to cover. .
JbSee Dickerson, “Products. Liabilit
and_the Food Consumer” §§2.20, 3.
1951) (relying on the well-known series
[ trichinae-in-pork cases) ; 1 Frumer
04[2] [9] ; Comment, “Cigarettes and
n(e: nforeseeahle RiskS in Manu-

§25.0
Vaccl
Footnote continued on next page.)
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~Strict liability is also applied, of course, in those cases in which
liability is based upon engaging in ultra-hazardous activities.307 Although
these cases are not precedent for ethical drug cases, the analogy be-
tween the two areas Is appealing.308 The behavior of the drug manufac-
turer is socially desirable, but it also entails certain inevitable and
unusually serious risks. Liability for the harm caused by such risks
could be reasonably regarded as the price the supplier pays to engage
in this type of business. As stated in the commentary to the new
Restatement section:

[PAUb|IC,p0|IC demands that the burden of any accidental injuries caused
by Pro ucts intended to come into intimate contact wjth the human body, and
vital to the life and health of the community, be placed upon those who market
them, and be treated as a cost of production against which liability insurance
can be obtained. 3P

Trt1_es|e broader issues are discussed in detail in the conclusion of this
article.

For those who, when strict liability is discussed, see no end in sight
except a complete insurer-type liability, the conditions and limitations
which have been placed by the Restatement and other commentators
should be considered. The new Restatement section expressly requires
that the food or drug product which has given rise to injury must have
been “in a defective condition unreasonably dangerous to the con-
sumer.” 310 An additional requirement has been noted by one writer—
a reasonable expectations, or normal use test.3lL This view, which
along with that of the Restatement formed the basis of the Magee
decision, 312 holds that in some instances a defect which cannot be
detected is not an unreasonable danger, and cites ethical drugs as an

#Footnote 305 continued.) _ J0Restatement (]Second), Torts §402A
acturers’ LIabI|Ir%y Under Implied War-  (Tent. Draft No. 7, 1962). See especially
rantg 763 Colunt. L. Rev. SIS, 526-28 ?,omments g h, and i, explaining and de-
19 33. - ining_thesé terms, .~~~
J0 See 1 Fruitier ?26. A Dickerson, Strict Liability at page
J72 Harper & James 814, at 785;  13: Dickerson, Recent Developments, See
Prosser, Torts §59, at 329 (2d ed. 1955).  similar views of Keeton, “Products
JB |t ‘is submitted that_the case of the  Liability—Current Developments,” 40

traveling crop spray, Chapman Chem. Texas L. Rev. 193, 207-10 (1961)." If a
Co, V. 1gaglor,9215pA%/k., 630, %22 S.W.2d normal use test were strictly(a?pli)ed vir-
820 (1949) is on point. There, ultra- tually every side effect would be re-

hazardous_Tliability was involved against moved from the ambit of liabjlity, since
the manufacturer’of a crop spray, Which — most side effects are of an allergic na-
spray due to an inherently unforeseeable ture. This, however, is not the rule, as
qilallty spread from the applied area to s discussed in the next section of this

Bea\}ntlff’s premises.  See 43 Minn. L pa%ezr.M Weeth Labs. Inc.. 214
IDRestatement (Second,Torts§402A, Cal. A%%?ezg' 3 ,629 8als,"RBtcr'.’ kY,

comment ¢ (Tent. Draft No. 7, 1962). (1963). The court determined that there
(Footnote continued on next page.)
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example.313 Other commentators 314 have sought to draw a line based
on the type of product, favoring absolute liability where the product
Is @ “non-essential” or commercial one but not where it is an “essential”
one or one related to health.3l5 However, this reasoning ignores the
fact that there is a profit or commercial motive at base in the manufac-
turing of every class of product, including ethical drugs.

Factor: the abnormal patient and the idiosyncratic reaction. It is often
stated, and Wldelg believed, that the hypersensitivity of the consumer
is a good legal defense, whether an action sounds in negligence or
warranty.36 The question of aIIer?y, however, is not as simple as
this general proposition suggests. [n order to analyze this problem
it is necessary to subdivide the subject, depending uaon whether the
manufacturer knows of the allergenic potential of his product and
whether the suit is in negligence or warranty.3l7

(i) Manufacturer unaware of allergenic effect of the drug

In negligence actions, the rationale of the cases denying liability
seems to rest on the lack of the manufacturer’s knowledge—that is,

IgFootnote 312 contmued.? ,
ad been no warranty breached in a case
of an |d|o%yncrat|c reaction to the drug,
Sparine.  There was no evidence, the
court stated, that the drug was not
reasonably fit for its intended purposes by
the normal user. The manufacturer can
expect a_normal use and user, it ex-
‘plamed. The case is further discussed at
ootnotes 243 and 327.

33The author advances as analogous
the situation of the first free bite allowed
a dog where the owner is unaware of his
dog’s vicious propensities. _Dickerson,
Strict Liability at pa8$ 14, The trouble
with faking such a theory seriously s,
how does one know when the second bite
has been taken? How long may the
manufacturer leave the driig on the
market after the first tentative associa-
tion has been made between use of the
drug, and reaction before he is no longer
JUStIfIablr ignorant of Its propensities?” It
should also”be noted that Dickerson has
pointed out that the patient and the
dogctor. can reasonably expect a safe and
efficacious pill. Dickerson, Recent De-
velopments ‘at pages 31-32. Also favor-
Ing non-liability “in this situation, see

ETHICAL DRUG MANUFACTURER’S LIABILITY

statement by Geoghan, “Symposium—
Pharmaceuticals and Products. Liabilit
Law,” 29 Tenn. L. Rev. 231, 250 (1962,

313 See, for example, 1 Frumer §16.03

4], .
! &15Id. at page 385, relyln? on the bad
blood cases discussed in footnote 159,
The new Restatement section, comment
k. discussed at footnote 304, excuses cer-
tain manufacturers from the operation of
strict liability if they make a “useful and
degirable Product.”
Frumer §29: 2 Hursh §8.3;
Noel, “The Duty to_Warn Allergic
Users of Products,” 12 Rand. L. Rev,
1 595%)) . Annot.. 26 A. L. R. 2d 963
(195 P he difficulty in analyzing these
s0-called “aIIerqy” cases arises from %a
uncertainty as ‘to whether the court felt
It was déciding an allergy case (cases
Involving the same product being treated
differen IK); (b) “uncertanty” as to
whether the defendant knew of the al-
lergenic potential of the product,

For the medical aspects of allergy
and_ the hypersensitive person, see section
beginning”at footnote 14 (20 Food Drug
Cosmetic Law Journal 332).
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his inability to warn.318 This begs the question since it has been
shown previously that there is a duty to know, and, indeed, to test
in order to know. If he did not know and could not have known,
there is no fault. If |d|os?/ncrat|c reactions are harder to foresee, then
on the facts he mag well be exculpated; but merely because of this
medical difficulty there is no reason to erect a legal barrier against
recovery.319 Inconsistent with this reasoning, however, is the recent
ethical ‘drug case of Morgansen v. Hicks,80 wherein plaintiff suffered
an allergic reaction when administered an anesthesia. The lowa Su-
preme Court, relying on a cosmetics case precedent, 321 briefly dismissed
the action against the manufacturer on the basis that there was in
lowa no products liability for allergic reactions. It is not clear
whether the lowa court would have reached the same conclusion,
however, had the plaintiff alleged and proved that the manufacturer
could have foreseen the defect by the exercise of reasonable care.32

318 See Merrill v, Beaute Vues Corp.

, arties, with the result that much of the
235 F. 2d 893 (10th Cur, 19563 (

old Fanq_uae of the opinion that appears
wave) ; Bnggss v. National Indus.. 92 ap? icable to both defendants probably Is
Cal. App. 207542, 207 P. 2d 110 (1949) oply intended for the case_of the physi-
(cold wave) ; Moran v. Insurance Co. of cian. Accord, Webb v. Sandos Chem,
North America, 146 So. 2d 4 (La. App.  Works, 85 Ga. App. 405, 69 S. E. 2d 689
1962) (sun tan lotion) ; Bennett v. Pilot  (1952) (allergic reaction resulted in loss
Prods, ‘Co., 120 Utah 474, 235 P. 2d 525 of vision: the court found no specific act
(1951) (cold wave). _ of negligence and _refused to apply res
_ 3B8Indeed there is an occasignal case Ipsa loquitur) ; Willson v. Faxon, Wil-
mvo,l\_/mgf an allergic reaction in which  liams & Faxon, 138 App. Div. 359, 122
I|ab|I|(tjy or neagllgent failure to warn has N, Y, SupF. 778 _motion to zvithdraw
been developed” even though the evidence aEEeaI ranted, 202 N. Y. 542 95 N. E.
would seem to indicate,that the manu- 1141 (1910) (drug is not “deleterious”
facturer did not know of the allergic po-  solely because one ‘person In a million of
tential and may not have been able to thosé using it has a reaction to It)
have discovered it bY] reasonable_effort.  Singer v. Oken, 193 Mise. 1058, 87
An example 15 Braun v. Roux Distrib.  N. Y. S. 2d 686 FN. Y. City Ct. 1949)
Co, 312°5. W. 2d 758 (Mo, 1958),  (druggist not liable for allergic reaction
where the user of defendant’s hair dye  Dbecadse he was not under a duty to fore-
developed an obscure disease of the ar-  see an individual reaction to phénol).
teries due_to the paraphenylenediamine in -~ 1 Bonozvski v. Revlon, Inc., 251" lowa
the dye. The court held that the defend- 141, 100 N. W. 2d 5 (1959) (sun tan
ant knew or by the exercise of due care [otion). _
AR ot B o e e e g
. Lal ., Inc,, supplied the wrong drug originally (or,
E'eo gran% d Cir. 1957) (Armd, a 1t pnqégrg(tj bt%eadd?gsth%rrgna)nu??c%uars)elrb%gﬁ
: re w ug), It |
20253 (owa 139, 110 N. W, 20 563 held that the fact That the patient’s re-
%1961). Since both the manufacturer and  action was an unforgseeable allergic one
the doctor who administered the drug is no defense. See, for example, unW
appealed from a joint verdict entered for v. Oak Cliff Pharmacy Co. 288 S. W.
the patient, the “court grouped together 236 (Tex, Civ. App. 1926) ; Gwynn v.
Its consideration of the”liability of both  Dufficld, 61 lowa 64,15 N. W. 594 (1883).
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~In warranty, an additional justification for nonliability lies because
it is arguable that a warranty means only reasonable fitness or fit-
ness for the usual or normal person.323 If this is so, then the real ques-
tion is, what is normal, or, rephrased, how large a group of reactors
need there be before they are sizable enough to be considered nor-
mal?324 The issue is again a factual one. More important, if there is
warranty liability where the manufacturer has done all he could—
the type of strict liability considered in the preceding section—then
the issue of foreseeability has been eliminated; whether the plaintiff
is one in a million or one in a dozen becomes immaterial. 35* Frumer
and Friedman distinguish food cases from drug cases in the following
manner:

Drug products are not natural in the sense that a strawberry is. The potentiality
for harm 1f an |n?red|ent IS a sensitizer is usually much gréater than In the case
of one who develops hives after eating strawherries. If7 despite elaborate pre-
marketing testing, a consumer suffers an allergic reaction or adverse side_effects
the manufacturer rather than the consumer should hear the risk of |njur¥, at
least where the drug was_not prescribed bg a_physician with knowledge ot the
danger after a balancing of the risks mvolved.8b

The recent case of Magee v. Wyeth Laboratories, Inc.,827 however,
strongly and clearly lays down the rule that a manufacturer will not
be liable for a reaction that is allergic in nature.

(ii) Manufacturer aware of possibility of drug causing allergic
reaction in small group of users

In negligence suits the weight of the products cases and the com-
mentators a%ree that there will be liability, regardless of the type of
reaction, if there has been failure to warn.328 These same conclusions
would apply to a warranty action.39 [For footnote 329, see next page.]

;B See, for example, Ray v. J. C. P.2d 298 (1963) (against manufacturer;
Penney Co.,, 274 F. 2d S19 (10th Cir.  hair tint). ,
1959) ° (clothes) : Bonmowski v. Revion, ~ 35This has been the result_in some
Inc.,” footnote 320 (sun tan  lotion);  cases mvol,vmgl, food:  see Dickerson,
Jacquot v. Wm. Filene’s Sons Co, 337 Products Liability and the Food Con-
Mass, 312, 149 N, E. 2d 635 (1958) sumer 84.27 (19 13% Doyle v, Fuerst
((jartlflmal fingernails) © Graham v. lor- Kramer, 129 La. 838 56 So. 906 (}911.
an Marsh Co., 319 Mass. 690, 67 N. E. W2 Frumer §29.05 at 123 There-
2d 404 (1946) (cold cream). ii.fte.r.follows, “(Tt 1S leleved that such
31 See, adoptmg the size-of-class test,  liability will not seriously retard the de-
Crotty v. Shartenberg's-New Haven, Inc,,  velopment of new drugis). But see
147 1 om, ;16(; 16% A d2d 513R (i%lg) 2Dll?skerson, cited at footnote 325, at page
against_retailer; hair dye); Reynolds .
v(. un Ra;{5 Drui; Co., 13 l\)l J. IY A75, 27214 Cal. App. 2d 340, 29 Cal. Rptr.
52 A. 20 666 $947) éagalnst retailer; 322 (1963). _
I|| stlc@z;NerJooa 5/.1 AL\1 am Hat Stores, Land O’Lakes Creameries, Inc. V.
C. .

, L2104 A 2d 73 (1939)  Hungerholt, 319 F. 2d 352 (8th Cir.
éagainst manufacturer: hat) - Esb(org v) 1963? gef““Zef) . Wright V<. Carter
alley Drug Co., 61 Wash. 2d 347,378 (Footnote continued on next page.)
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(iii)  Manufacturer aware of possibility of drug causing an
allergic reaction and gives a warning

Under the principles discussed above,330 there would probably be
no liability, in either negligence or warranty actions.

In conclusion, it is believed that the physical nature of the plain-
tiff should be just another factor to be considered in issues of duty
to warn, duty to know, and duty to test. Not the least impetus for
this approach is the fact that in many cases it is medically undeter-
mined whether a type of reaction is to be regarded as idiosyncratic or
not, and in many other cases it is impossible to ascertain the specific
nature of the user’s reaction.33L Rather than use the judicial subter-
fuge of ignoring the issue 33 or calling an allergy a primary irritant,333

EFootnote 328 contmued.s) ,
rods., Inc., 244 F. 2d 53 (2d Cir. 1957)
(deodorant; the duty to warn is_not
measured by numbers) ; Procter & Gam-
ble Mfg. Co._v. Superior Court, 124 Cal.
App. 20 157, 268 P. 2d 199 (1954)
édetergen’\t/?_; Gerkin v. Brown & Sehler
0., 177 Mich. 45, 143 N. W. 48 (1913)
dye). Seegenerally Dickerson, cited at
ootnote 325: 2 Frumer 829.02[2]; 2
Hursh §8:4: Condon, “Products TLaw
Problems.” 5/ Nw. U. L. Rev. 536, 541
(1963). . The manufacturer, after all,
not required to foresee the. specific typ
of harm which In fact 1s inflicted upo
the patient but 1s_only to know of the
dangerous ropensities” of his product in
a géneral way.
See Crotty v. Shartenbcrg’s-New
Haven, Inc, 147 Conn. 460, 162 A. 2d
51? (1960) F<ha|r da/e) - Bianchi v, Den-
holm & McKay Co.. 302 Mass. 469, 19
N, E, 2d 697 (19392 {face powder).
Zirpoia v, Adam Hat Stores, Inc., 122
t’;‘étl L. 21, 4°A. 20 73 (1939) (dye i

See text begmnmlg at footnote 203,
But even here 1t 15 at [east arguable that
warranty liability can nevertheless exist,
even in ‘cases involving allergic reactions,
Defense of this position s made in 2
Frumer §29.05 at 124-25. And, as
Harper and James note, where there has
been a warning but no device provided
for the user to determine if he is one of
a class likely to react, there is in fact
Incomplete  warning and the allergic
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plaintiff argument should not be used to
shift the risk of harm to_the user who is
unaware of his allergic fotentlal. 2
H%rg{)er & James §28.8, at 1551, n. 3.
See medical discussion footnote 27.
Thus, Is an anaphylactoid reaction to
Fenlullm an allergi€ or toxic reaction?
f no antibody-antigen relation can be
found, 1s thé reaction an “aIIerPy”_?
Shou]d the “allergy rule” apply to a toxic
reaction to a dosé that is proper for 99%
of the users but represents an overdose
for a very few? o
R See” instances cited in 2 Fyumer
§29.01, at pages 103-05. Indeed,” some
courts conclude that there is no allergy
Issue where there is medically an allergic
reaction but where it is not an uncom-
mon_ one. e
BB See, for example, cases involving
the .same products as mentioned In pre-
ceding footnotes with the same chemical
substances but characterized as irritants
with a denial that an allergic reaction
was involved, Brennan v. Shepherd Park
Pharmacy, Inc., 138 A. 2d 494 (D. C.
Mun. A g 1958) " (hair dyel) . Patterson
V, Georg H. Weyer, Inc., 189 Kan. 501,
310 P. 20 116, (1962) (hair dm. Nor
IS 1t good medicine to ask about the type
of plantiff rather than the type of “in-
gredient; to declare that the plaintiff
Should not recover because he 'is “an
allergic. type,” as the occasional case will
lsstsal}g IS"to create a pseudo-scientific
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the issue should be squarely faced; and, once faced, it should be re-

garded as a factual question.®34

4. Other Factors in Pure Drug Cases
a. Incomplete or improper directions for use; wrong dosage

In the rare case in which a manufacturer has erred in his directions
as to dosage, mode of administration or the like, and this error is the
cause of injury to a patient, negligence liability would follow rather
clearly.35 A special problem arises where the directions are correct
but the manufacturer has simply not made a pill or capsule of a size
fit for a Ipartlcular patient, usually a child. Marcus v. Specific Phar-

maceutica

s, Inc,3% took the view "that there was no duty to make a

pill of any particular strength or size. This principle of free enterprise
would seem correctly applied, short of a case of deception or even negli-

_Indeed the “aIIergY rule” collides
with the more fundamental tort principle
that “you take your victim the wax you
find him.” See“also 2 Harper & James
§28.8, at 1551-52, where the whole
aIIerg){ matter is given a quick, un-
sympathetic onceover on the basis of a
foreseeability problem. Note also the
views of Boshkoff, cited in footngte 303,
at pa?es 301-02, who by proposing the
use of a “consumer expectation” test for
warranty liability concludes that allergy
should not he a “defense since the expéc-
tations are frustrateq. , _

3 Generally on improper instructions
as a factor in nelt\;/lllgence, see 1 Frumer
§8.05. Accord, Marx v. Schultz, 207
Mich. 655, 175 N. W. 182 (1919) (drug-
gist applied a label to a Erescrlptlon drug
which called for three teaspoons of the
drug rather than the three drops pre-

ge Gielskie v, State, 9
6 N Y, S 2d 85 175
61), afflrzmm . 10 App.

)
—
()
AN
o
ta s thite
S

£.
, , (Ct. Cl.
1956). The state provided doctors with
tetanus anti-toxin which it had manufac-
tured. In 1ifs accqmpan?/mg literature the
state stated that it could be administered
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several ways includin? intraspinously. It
was Blamtlff’s contenfion that the intra-
spinous route was no longer an accepted
method and that in making this statement
the manufacturer was being careless. The
trial court agreed but the Aﬁpellate Di-
vision reyerséd on the basis that evidence
was Insufficient to show negligent_devia-
tion from standard practice: = Gielskie
does raise an Interesting i1ssue of whether
there is a duty upon & manufacturer at
all to describe the proper route for ad-
ministration of a drug (as compared to
volunteering the wrang' route), Since
the FDA Tfequires this sort of "informa-
tion on some labeling, see footnotes 88
and 97 (20 Food Drug Cosmetic Law
Journal 346, 348), andsince good manu-
facturing practice is to_recommend. or
advise possible routes of administration,
it would seem that there could well be
Pablllt for failure to prowdr Ehls in-
ormation, at least when 1t could be fore-
seen that the doctor would not be familiar
with the praper routes,

30191 Misc, 285, 77 N. Y, S. 2d 508
FSup. Ct. 19483 (further discussed In
ootnotes 226, 227). A chan([;e of strength
without sufficient notice to the profession
would be an example of negligence, how-
ever. a3 would any significant but yn-
heralded modification. See also_the. dis-
cussion of Hr-uska v. Parke, Davis &
Co, 6 F. 2d 53 (8th Cir. 1925), foot-
note 19.
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gent misrepresentation about the usefulness of the pill for a certain
class of patients.

b. Failure to provide information on contra-indications, on
tests to detect reactions, or countermeasures.

Analogous to the duty to be aware of and report on side effects
would be a duty to give information on the following three matters,
where available: . o
(a) Contra-indications for use of the drug, that is, pre-existing path-
0_|0?IC&| conditions which will make the use of the drug pecu-
liarly dangerous ; 3 S

(b) Tests which may be used before administration of a drug to
determine whether there will be a reaction, or to detect in-
cipient reactions after use has begun which, if caught in time,
can lead to withdrawal before Sﬁ/.mpto.ms become permanent ;

(c) Countermeasures or antidotes which will Prevent a full reaction

or a permanent worsening of condition of the patient suffering
from a reaction, as was the basis for liability in the recent
case of Charles Pfizer & Co. v. Branch,sss

¢. Effect of modification or withdrawal of drug
or change of directions

_In some ethical drug cases the issue will be the evidentiary effect
which should be accorded to events which take place after a drug has
been marketed. Such events mlgzht include modification of the drug’s
formula or the molecular structure of its active chemical with the
purpose of eliminating a side effect; modification of its instructions and
warnings ; or withdrawal of the drug either voluntarily or pursuant
to FDA order. It would apPear to be of probative value if, after dis-
covery of a harmful side effect, a manufacturer took one or more of
the above actions.39 On the other hand, none of these acts would prob-

X7 See Fuhs v. Barber, 140 Kan. 373, spilled but did not sa){ to use soaP,) ; Fed-
36 P. 24 962 (1934) '(action against eral Hazardoys Substances Labe mz% Act,
druggist for Injuries attributable t0 use 74 Stat. 374 (1960), 15 U. S. C.§ 1 1%9)
of a dr_u% which dru_%%yst recommended  (Supp. IV, 1963), requiring, inter ali,
and which reacted with a dryg she was an?/ hazardous substance intended or suit-
aIreadY using; duty Upon,dr,ug?m to able for household use to carry an In-
warn that a drug, harmless in itself, may  struction, where necessary, for” first-aid
react with other substances). treatment, _
Pl BRI S 85 S

, Inc._ V. ley, 186 F. gth Cir. \’s
Palmieri, 260 F. 2d 88 (Ist Cir. 1959) di¥ect|ons for repairs of pumps on air-

(manufacturer of furniture polish liable  planes \gep themselves evidential of the
for inadequate post-accident instructions Bump’s emenues%.

which advised user to wipe off polish if
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ably be deemed sufficient to make out a prima facie case. Where
official FDA orders or demonstrable behind-the-scene coercion was present,
of course, relatively stronger evidence of fault would be present, espe-
cially because of the similarity of this situation to that in which a
manufacturer has failed to comply with FDA investigation or market-
ing requirements.30 Though otherwise relevant, testimony on the
several amendatory acts mentioned might be prohibited by applica-
tion of the repairs doctrine. 3L Where modification or withdrawal is
compulsory, the rationale of the doctrine would not apply. Also, cer-
tain exceptions have all but destroyed the doctrine today; these would
justify use of this relevant data for the “limited purposes” of show-
Ing knowledge the manufacturer had of the harmful propensities of
the drug, or of showing those reasonable steps which the manufacturer
could have taken to correct the dangerous situation.3#2

. Ne%ligence might also be attributed to the manufacturer in cases in
which there had been undue slowness in removing a drug from the
market after an FDA order to do so, or after the manufacturer’s own
voluntary decision; or negligence might be attributed to a failure,
after an order or decision to withdraw the product, to recall stock on
hand from pharmacies and dispensaries.33

C. Inefficacious Drug— Failure to Cure

In a situation in which an ethical drug fails to cure a certain dis-
ease Which it purports to cure, reliance upon the drug by a doctor
and his patient may aggravate the patient’s condition and leave him
with a permanent disability which he would not have suffered had
he been administered another, more effective medicine. Such a lack
of efficacy in a drug may be caused either by an inherent lack of

30 See discussion, at footnote 281

_ M The argument against the admission
into evidence of “repairs” made (after
the alleged injury) to an allegedly neg-
ligent condition seems to rest on the fear
that admissability would discourage the
making of repairs, exPosmg others to
Injury. See Eenerally Frumer 812.04;
McCormick, Evidence §77, at 159, §252,
at 543 (19541; 2 Wigmore, Evidence
§283 g3d ed. 1940) ; Annot,, 64 A. L. R.
2d 1296 (195

30 See worKs cited in footnote 341 In
Young v. Parke Davis & Co., 49 Pa.
Super, 29 (1912), a veterinarian used an
experimental dru% made by defendant
upon plaintiff’s horse; apparently the
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manufacturer soon thereafter changed
the formula to meet the possibility of
future wrong use. The court held that
evidence of “this change could not be
Introduced.
B In_a recent unreln

basis for liability was faifure to recall
a drug withdrawn from the market at
a proper speed from a hospital dispen-
sary where it was still on hand. It
was administered to the plaintiff near-
y one year after withdrawal. The
settlement, in Gibson v. Eli Lilly & Co.
was accepted by the Supreme Court
In Burfalo, N. Y Reélorted, Drug News
Weekly, Nov. 28, 1962, p. 15.
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ability to cure or by a defective hatch from which the active ingredient
has been omitted. The question posed in this section is whether there
is or should be manufacturer liability in such a situation, or in one
in which a vaccine fails to g'ive immunity to a disease, or where an
oral contraceptive fails to prevent an unwanted pregnancy?

The problem of drug inefficacy because of a failure of the product
to measure up to even the manufacturer’s standards may be put to
one side as an easy case since this is simply an impure drug. As to the
inherent lack of drug efficacy—analogous to design fault—such a suit
is virtually without precedent in the ethical drug area,34 Other.t(ypes
of products liability cases predicated upon safety devices that did not
function might be analo%ed to_inefficacious drug cases and thus pro-
vide a basis for liability. 3% While it is true that In safety device cases
liability has been found because of unsafeness and not inefficacy, still
it was the failure to live up to the created expectations of positive
Ferformances that underlay liability. Inducing use and creating re-
lance based upon a false sense of usefulness constitute the culpable
conduct of the supplier. Beyond an action for negligence or for negli-
gent misrepresentation, an” express warranty action might also be
available in the case of an ineffective drug, since such a drug is used only
because the manufacturer has claimed it to be proper for a certain
condition, and it has not lived up to that express promise.36

Il.  Injury Caused by Drug in Experimental Stage

When a drug is in an exFerimentaI stage and has not yet heen
cleared by the FDA for general marketing, the situation is very differ-
ent, both medically and legally, from that which has been considered
above. While there are no decided cases in this area, either against

J4An action has been filed against the 2d 327, 214 N. Y, S 2d 342 (1961),
manufacturer of Norlutin which, it 15 reversing 9 App. Div. 2d 536, 196 N. Y.
laimed, failed to prevent a Rre?nancy. S. 2d 5§1 (190690) (safety mechanism on

e Medical E?onqmlcs, Jan. 1 1962, 7rJ Fa e[ cutter failed). Many Cfses Involv-
A Persona Inclury Nnos Letter 171 Ing failure of brakes are collected in 3
62). Accord, Charles Lomori Sr Son  Hirsh §§ 17:10-:16.
obe Labs., 35 Cal. App. 2d 248, 95  30See Brown v, Globe Labs., Inc,
173 (1939) : Brown v. Globe Labs. cited n footnate 344. The recent amend-
Inc.. 65 Neb. 138, 8 N. W. 2d 5L ments to the Drug Act expressly making

or example, Brooks v. Allis-Chal efolcacyAa fication o(f thef I:tDAt |n7$\l%v

. Allis-Chal- - Dry ications (see footnotes 77-79,

mers Mfg- Co, 163 Cal. App. 2d 410, 329 20 quochDrug Cosmetic Law Journal
P. 2d 575 (1958) (neg e

. sign of  345) may sharpen interest in the civil
boom safety device) ; Bec ?—: P. iabili :
jacn Cg., ; N.)Y. e liability Zspects as wel?
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manufacturers or against doctor-administrators of investigational drugs,34r
it would be reasonable to expect litigation in the future. In consider-
ing manufacturer liability for injury caused by a drug not marketed,
it I1s necessary to determine what type of person was injured. Four
ype_s, corresponding to the stages of testing a new drug, can be
istinguished :

.(a) Normal subjects, usually paid and under contract, used to de-
termine the most rudimentary data on gross effects and toler-

ances of a normal person;

(b) Patients, usually in a hospital, on whom the drug is used, not
in the hopes of curing them and often without the subject’s
knowledge.

(c) Patients, usually in a hospital, suffering from the condition
soughttto be affected, sometimes used without the subject’s
consent.

(d) Private patients of physicians, treated as they would be if the
drug were cleared and on the market, with the consent pat-
tern being the same as that in any ordinary private situation.38

What distinguishes a products liability suit in this area is that the
manufacturer through its cllmcal_ln_ve_stl?atqrs has caused harm while
trying out a drug to determine if it is feasible to market, feasibility
being measured by effectiveness, safety and profit potential. This dis-
tinction cuts two ways. On the part of the protagonists of liability for
harm arising from an investigational drug, it may be said that the

3 There_is a body of law in malprac- patient, the situation is indistinguishable
tice in which the ferm experimentation ~ from_ordinary use in practice.” On the
IS used, opprobriously, to indicate a type thsmlan’s |Iabl|l(tjy in use of drugs before
of medical fault. [0 new drug experi- théy are marketed see Hatry, “Editorial,”
mentation, however, a doctor I generally 4 Clin. Pharm. Therap. 4°(1963) (per-
mvestlgatm% A new drug or a new use ceptive fll’tIC|e by a lawyer) ; L?d|mer,
of an “established drug.” See (%,enerally “Medical Experimentation: "Legal Can-
Stetler & Moritz, Doctor and Patient and ~ siderations,” 1 Clin. Pharm. Therap. 674
the Lajv 326 (1962). In this area of the )&1960; Ladimer, “Ethical and Legal
paper it is better to call the doctor’s work — Aspects of Medical Research on Human
Investigation since he is domﬁ what 15 Beings,” 3 J. Pub. L. 467 (1954) ; Lou-
'p_lroper for studylngD pre-clearance, drugs. isell, ,Leggl Limits on Human Experl-
ere_there would be no automatic mal-  mentation,” 6 Arch. Environ, Health 784
Fractlce because of experimentation, al-  (1963) ; Markel “Legal Considerations
ho_u?h there Is as yet no _case law on this 1o Experimental De5|§;n In Testing New
oint. See footnotes 50-53 (20 Food Drugs on Humans,” 18 Food Drug Cos-
rug Cosmetic Law Journal 340) on metic Law Journal 21§ 63[)1.
the proper precautions such an investiga- 3B See general discussion” of these re-
for Is to take. In the final stages of test- guwements In_text beginning at footnote
ing, when a physician Is using a drug at 32 (20 Food Drug Cosmetic Law Jour-
It recommended dosages upon a private  nal 336).
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«drug manufacturer is risking the life or limb of a person to determine
if he has an economlcaléy successful product, and for this opportunity
the manufacturer should pay his way.39 The reply might be that the
clinical investigation of new drugs is necessar¥ inorder to prevent a
product from Dbeing released into the general stream of commerce
which is capable of armlnﬂ many; that such investigation is required
by law and closely controlled by it; and, therefore, if qnﬁthlng, the
manufacturer should be no worse off in such a case than if harm arose
from an established drug and indeed should be put in a more insulated
position, since it is socially desirable to have new drugs developed.

A. Releases and Consents; Medical Dictates

~ Medical and industrial practices in regard to obtaining releases or
informed congsents from subjects is also relevant to manufacturer lia-
bility. As to industrial practice, it is not uncommon for a drug manu-
facturer, through the clinical |nvest|Tgator, to pay a person to be a
control or normal subject for tests. This payment would tend to ex-
culpate the manufacturer, at least so long as the payment is intended
in f)art to cover the risk of injury. In the usual situation of the unpaid
volunteer, however, it would be difficult to make out voluntary con-
sent or assuthllon of risk. Even if he does know that an exgerlmental
procedure is being practiced on him, it is u.nllkell_r. that the subject
realizes the specific risk which he is undertaking. His consent by sub-
mission could be properly regarded as consent to the procedure
alone.30)

In most instances, as a result of FDA requirements or general
medical practice, 31 a form of consent or release will be obtained from the
patient by an administering or prescribing doctor. In this connection
It is of interest to note the ethical requirements generally stated to

891t is_ difficult to find analogies in
products liability cases since drugs are
virtually the only product which go
through” a recognized trjal stage and yet
Involve the use of a large Number “of
persons as subjects who are not the em-
Ployees of the manufacturer. Perhaps
the” very fact that some manufacturers
In other industries use employees rather
than outsiders for testing adds weight to
Ehlet argument of the protagonists of lia-
ility.

P()elrhap,s_ error lies in looking to prod-
Fcts liabiljty law at all as the source of
egal analogy. It could be argued, ef-
fectively, that the closest sitlation is
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malpractice. The manufacturer in test-
Ing.out his drug s like the doctor
testing out a new substance, The trou-
ble 1s, there 15 no more of a bodzl of
law here in the malpractice area than
In the products area. _

HOn assumption of the risk as a
defense, see 1 Frumer 8§14 Prosser,
Torts %55 (2d ed. 1955).

&L The relationship hetween the doc-
tor-investigator and the manufacturer
who will eventually market the drug
varies, The most comman relationship,
and the one assumed in this section
and in the general discussion on clini-

(Footnote continued on next page.)
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apply to physicians using experimental drugs. The foIIowiFgl\ztipulations

are those established by the American Medical Association

A) 32

(a) Secure the consent of the patient;

(b) Use drugs supplied only from a reputable source and only if
the manufacturer provides written information on animal ex-
periments, previous clinical investigations, recommended dos-

ages, known contra-indications

side effects encountered, and

known safety and efficacy of the drug;
(c) Perform tests under adequate medical protection ;

i(d

(e
(Footnote 351 continued.) o
cal investigations in the text beginning
at footnote™39 (20 F ood Dru% Cosmetic
Law Journal 338), is that the doctors
are selected by and report to the manu-
facturer, and “their agreement with the
compan%{ can be broken by the latter
at anK ime. It is, also posSible for re-
searchers to do independent, unsolic-
lted work on a drurg];, although they
usually will at least have to qo to the
manufacturer for a supply of the drug.
Admittedly, even the ‘doCtors who are
Plcked by ‘the comdpany and who report
0 it are independent™to a certain ex-
tent. The%/, can often select the nym-
ber of patients, the ty?e of examina-
tion o be made, and the dosage and
the duration of the study. Neverthe-
less, the assignments of the doctors
and the suggestions in the clinical
brochures furiished them by the man-
ufacturer constitute qenera directions
on how to proceed. Indeed, If testing
IS not uniform 1t may be impossible t0
compare the results”of one_investiga-
tion with that of another. The manu-
tacturer knows that it has certain com-
prehensive data which it must suF)pIy
In suppart of its NDA, and these
needed pieces do not fall into place by
accident,

The issue is whether the elements of
selection and direction mentioned ahove
would impute neght{;ence of the inves-
figator durlng the Tests to the manu-
facturer. Labeling the doctor an “n-
dependent contraCtor” is not a solu-
tion because there are aspects of true
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Have a reasonably accurate dia?nosis of the patient ; and
Believe that existing methods o

treatment are unsatisfactory.

agency in the relationship and because
the law no longer automatically awards
immunity from vicarious liability to
the employer of an independent ‘con-
tractor.  Prosser, Torts q ed.
1955); 2 Harper & James 826.11. More
important is an evaluation of the na-
ture of the Investigator's acts and omis-
sions, and the benefit derived by the
drug house. Different results might
follow, for example, if the |iability as-
serted is for the mlnury of a subge_ct
during the trials, the t0ﬁ|c of this
section, as compared to the situation
In which previous careless testing by
the investigator I bemg urged as a
ground of negligence where a patient
is harmed by the,dru_? after it is mar-
keted. At this point It is, interesting, to
Inquire what the theory of action against
the manutacturer is, "While this paper
has been framed in terms of,neqll-
ence In making and selling, 1t is also
ossible to envision. liability here in
erms of “malpractice”—thé doctor’s
malpractice s that of the manutacturer
under prmuﬁles of respondeat  super-
lor.. As to the two aspects of investi-
gan_onal negligence
ubject injury” and careless testing,
manutacturer ‘ne Ilgience would be aF-
plicable to both, ut malpractice would
Porpnt%aékgly be applicable” only to the
sssReply to Query, A. M. A, News
uly 10 61 p 4: ,yAMA, 0 mgns and

iscussed above,

uly 10, 1961, p. 4,

Reports of the gudmal Coun0|lol4 1960) ;

AMA, Medicolegal Forms 37 (1961). 1In
(Footnote” continued on next page.)
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Specifically as to the consent requirement, attention has already
been given to the battle which developed when the FDA and members
of Congress advocated placing in the proposed new drug regulations
a requirement that a clinical Investigator obtain an informed consent
from every patient or subject before an investigational drug could be
administered.33 Massive criticism from or([qanlzed medicine and indi-
V|duaIJ)ract|t|on_e_rs of high stature, as well as from the drug indus-
try, led to modification of the requirement, leaving a loophole not
requiring consent if it would not be scientifically feasible or good for
the patient.34 A seeming conflict exists between the AMA legislative
attitude that consent should not always be required and its ethical
pronunciamento that it is an ob_hFatlon of the doctor to always obtain
an informed consent.3%6 A partial explanation may lie in applying the
AMA rules to the final staﬁe of drug testm%, where there 1s a private
patient-physician relationship, and not to the highly impersonal true
Investigational stages. Such a line is not only hard to draw but it is
also hard to justify. _ . o

If the manufacturer is mentioned in the release, and especially if it
runs to the manufacturer, the release would probably protect him from
suit for harm caused by the drug. Even if the form did not mention
the manufacturer, the same concept of agency which makes the manufac-
turer liable for the experimenter’s malpractice could be applied to
make the manufacturer the principal whose agent, the doctor, receives
this release or consent. This would be so, however, only if it were an
informed consent and a knowm%and unambiguous release. The ﬁa-
tient would have to know more than that he was being treated with a
new drug not yet on the market. He would have to know the risks
associated with the specific drug, mcludln% such details as were known
or should have been known to the manufacturer.

. B. Negligence Actions
~ On what basis could a negligence action be brought where harm
arises from a drug which is in its pre-clearance stages? It would seem

(Font-note 352 continued.) B See footngte SS (320 Food Drug
the last reference, note especially Form  Cosmetic Law Journal 341).

29, “Authority for Treatment with Drugs IBThis Is %anted out by Lear, “Hu-
Under Clinical Investigation,” a form  man Guinea Pigs and the Law,” Satur-
of perhaps questionable validity since day Review, OCt. 6, 1962, p. 5. It is
It does not on its face purport to in- possible that the whole consent re-
form the patient what the actual risks quirement in medical ;t)ractwe IS In-
are but only generaIIY that the pro- serted more to insulate the doctor
cedure is experimental. See text be- from suit than to inform the patient,

ginning at footnote 347, The medical profession tends to feel
B3 See footnote 44 (20 Food Drug that no _layman can ,reallg pe told what
Cosmetic Law Journal 339). a drug is and what it 1s being used for.
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that an action here would be no different than a lne?ligence action in
the case of an established drug. It would be difficult to require more
care here than in established drug cases, since the manufacturer pro-
ceeds under greater handicaps and with less knowledge. Some of the
specific acts or omissions which mlght be found to constitute negli?ent
deviation from the general standard of care in this area could include
the following:

(a) Failure to inform the doctor of known side effects or contra-
indications which have turned up in previous animal or human
subject tests;

(b) Failure to know about existence of side effects or contra-
indications because of inadequate previous testing, errors in
studies, choice of poor investigators, or the like;

(c) Failure to comply with FDA requlations relating to the proper
method of conducting investigations or making reports there-
on, violated provisions of which are proximately related to
the subsequent injury;

(d) Use of more than a n_ec_essaay number of subjects and patients,
thereby exposing the injured plaintiff to an unnecessary risk;

(e) Allowing the drug to be sold by a pharmacist or used by a
doctor in ordinary prescription treatment by distributing samples
too widely and without an intent to benefit specifically from
the results of the use of the drug in the particular case in
which there was harm ; and

i(f) Developing intentionally a useless or practically useless drug
by either combining two known drugs for no benefit except
~ sales or developing an inefficacious drug.

Since it appears that maury or even death of trial subjects can
probably never be eliminated, and since the burden of their injuries
can not fairly be put upon the subjects themselves because they are volun-
teers, or because of the social need for doing experiments, or on the
theory that |n||U[y to the lesser is a beneficial protection of the greater,
solutions invo vmg compensation plans 36 or indemnification of drug
manufacturers by the government357 have also been proposed. [For foot-
note 357 see next pagej

8% See, for example, Comment, “Legal ~ See discussion in Note, “Strict Liabil-
Imﬁllcanon of Psychological Research ity for Drug Manufacturers: Public
with Human Subjects,” 1960 Dlike L. J,  Policy Misconceived,” 13 Stan. L. Rev.
26S. Special legislation was proposed 645, 51.&9633.
for the victims of the Cutter vaccine Individual doctors have successfully

accident, H. R. 8082, 8th Cong., 1st sought indemnity ag_reements with the
Sess. (1957), but it was not passed. (Footnote ‘continued on next page.)
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IV. The Imposition of Strict Liability upon the
Drug Manufacturer

Relatively little problem has been encountered in this R_aper re-
garding the use of a negligence theory of action against the ethical drug
manufacturer. When it'comes to strict liability, however, there is muc
dispute—whether accomplished through warranty theory, a strict tot
theory, or the theory that non-fault liability follows from engaging in
a hazardous business. Both as to drugs and products generally there
has been much partisan writing and some impartial commentary on strict
|Iabl|lt){).35_8 Any such evaluation of the maximum liability which
should e fixed upon the drug houses, as a matter of social B_ohcy, involves
two subordinate %uestlons; namely, the effect of strict liability upon the
manufacturer and the protection it affords the consumer.39

_The imposition of strict liability has sometimes been justified on the
basis that it will produce greater care on the part of the manufac-
turer.30 Of all the types of products, however, ethical drugs would

Footnote 356 continued. _ _ Keeton, R., “Conditional Fault in the
anufacturers of (?r_u)gs with which  Law of Torts,” 72 Harv. L. Rev. 401
the){ are experimenting. This 15 re-  (1959) ; Prosser, “The Assault Upon the
F,ored to be a common but unadver-  Citadel (Strict Liability to the Con-
ised practice, Lasagna, The Doctors’ sumer),” 69 Yale L. J. 1099 (1960);
Dilemma 144 (1962). Note, “The Cutter Polio Vaccine Inci-
SrAccording to HEW General Coun-  dent: A Case Studg of Manufacturers’
sel, Alanson “Wilcox, the subject of Liability Without Fault in Tort and
Indemnification has been proposed from  Warranty,” 65 Yale L. J. 262 (1955) ;
time to time, but if the qovernment Note, “Strict L!abllltY, for Drug Manu-
were to, participate, leﬂlsla lon would facturers: Public Po |cly Misconceived,”
be required and it might well be lim- 13 Stan, L. Rev. 645 (1961) ; Comment,
ited to only those situations in which  *Cigarettes and Vaccines: Unforeseeable
the government had some control over  Risks in Manufacturers” Liability Under
the drug, such as ordering its with- Implied Warranty,” 63 Colum. "L. Rev.
drawal, ‘Medical Tribune, Nov. 16, 192 515 (1963?. These three student notes,
p. 8. See also Editorial, 137 Science 989 incidentally, form a most mterestmg
(Oct. 14 1960). A possible ?arallel Incontrast I student attitudes towar
legislation exists in the Atomic Energel manufacturer liability and liberality of
ACt, 71 Stat. 576 {1957), 42 U. S. C. tort law, o ,
§2210 (Supp. IV, 1963), provisions for ~ 3This subject is badly in need of a
indemnification of private users for re-  socjo-economic study to determine, fac-
actor explosions and similar disasters.  tually what the impact of strict liabil-
see Ely, “Nuclear Liapility, Limita- 1ty would be upon”the drug industry.
tions and’ Indemnification,” 30°Ins. Coun-  EXxtralegal studies of the drug industry
sel J. 217 (1963). . . of this type, but on different aspects
385ee hrenzwellg_, Negligence With- have been_cited in footnotes 39 and
out Fault &1957); Ickerson, Strict Lia- 106 (20 Food Drug Cosmetic Law
bility; Dickerson, Recent Developments;  Journal 338, 349).
James, “General Products—Should Man- 3DJames, cited at footnote 358; Note,
ufacturers Be Liable Without N69|I- 65 Yale L. J. 265, 272 (1955).
gence?,” 24 Tenn. L. Rev. 923 (1957)
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seem to least fit this reasoning.%l Numerous factors fresently hold
the drug houses to a very high standard of care, mclud_ln% (1) the existence
of rigid scientific and medical standards which are in large part closely
followed ; (2) internal production controls and a tradition of absolute
purity in manufacture; (3) stiff competition in the industry and com-
mensurate concern for reputation ; (54 exceedingly strict governmental
requirements and suPervmon ;an Tgr5) the imposition of negligence
law requirements. Also, some side effects appear simply to be undetect-
able, no matter how intense the effort, until they are Tirst encountered
in clinical practice. It s not accurate, however, to declare that negli-
gence law today sets as high a standard as possible, or that strict liabil-
Ity DF its nature can add nothing to responsibility, being by definition
liability without fault.32 It is conceivable that a manufacturer, in-
forme b_r its counsel of the possibility of the imposition of strict lia-
bility, will proceed with even greater care and use more tests for the
early detection of impurities or side effects.

~ Even if strict liability can not be justified by increasing the care
given by the manufacturer and thus ultimately decreasing the number
of reactions to drugs, it may nonetheless have a desirable effect by in-
ducing the manufacturer to spread the risk of injury, either by obtain-
ing insurance or otherwise providing for the contingency of harm.383
It s true, of course, that a manufacturer can not accurately insure a%alnst
harm from a new drug, because he does not know what type of harm

31 See “Strict Liability of Manufactur-  topics of risk spreading, loss allocation
ers for Injuries Caused by Defects inand the like 'see _Cal_%bresu “Some
Products—An O posm(_} View,” 24 Tenn.  Thoughts on Risk Distribution and the
L. Rey. 938, 94 {195 ) : Prosser, foot- Law “of Torts,” 70 Yale L. J. 499
note 358, at page 119:"13 Stan. L. Rev. (1961?]; Marris, “Enterprise Liabiljty
645, 646-47 él 611); 63 Colum. L. Rev. and the Actuarial Process—The Insig-
515, 538 (1963). There seems to be little  nificance of Foresight” 70 Yale L. .
basis for making a distinction, on the 554 (1961), See also Sellinger, “Bene-
basis of preventability, as the Colum- ficiaries of Sales Warrantigs in New
bia Note™ does, between new and es-  York: Some Questions and Comments
tablished drugs. The deterrence of lia- on New Lelga Doctrine,” 4 B. C. Ind.
bility factor “is not more _significant & Com. L. Rev, 309 (1963), and works
in new drugs than in established ones, cjted at foo,tno,t?. 358. I the resource
esPemaI_Iy since new side effects are allocation justification ~of Professor
often discovered in thoroughly “estab- ~ Calabresi were adopted for strict lia-
lished” dru_gs, , , bility in the ethical drug trade, the

B Thig is the view taken in 13 Stan. protlem of lack of foresight for the
L. Rev. 645 646-47 (1961). sgrea_dmg of rléks on unforeseen drug

$WOn products liability insurance  reactions would be avoided as the lia-
generally 'see 2 Frumer §50; Arnold, bility incurred would just be part of

Products Liability Insurance,” 195/ doing business.

Wis. L. Rev. 429" Generally on the
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and in what degree it may be anticipated,34 However, the almost
universal practice is for instrance to be obtained for all drugs manufac-
tured, or at least for a Ia_rqe number of one type, which significantly
diminishes lack of actuarial foresight. 388 Insurance coverage today is
believed to be adequate for most drug reaction situations,38 except
Per_haps for the occasional “disaster,” such as involved Cutter Labora-
tories. The area of investigational drugs probably presents a loophole
in adequate insurance coverage, but the incidence of liability is quite
small. There is a!read¥/ a form of comPen_sa_tlon in existence through
the industry’s policy of voluntary care for injured subjects, and its re-
imbursement of docCtors who aré successfully sued.3/m Strict liability
may also lead to the request by manufacturers that the governmerit
cover their losses, especially those of a catastrophic nature.38

- Critics of strict liability predict that its imposition will harm the
industry and thereby ultimately hurt the consumer.39 These predicted
effects Include the following: {a) driving some firms into bankruptcy
and squeezing_ others out of business due to loss of profits; (b) stifling
progress and_inhibiting the development of new drugs by decreasing
Incentive ;.(c) raising the cost of drugs ; and (d) d,elayln? the market-
ing of needed drugs while further testing and experimentation is carried
on. None of these arguments is valid, 1t is believed, when the nature
of the drug industry s realistically considered.30

As to bankruptcy, it is hard to |,ma|g|ne any drug company today
whose financial situation is so marginal that it is unable to purchase
insurance and itself be a self-insurer beyond the limits of the coverage.
Cutter Laboratories, often given as an example_of the bankrupt%
effects of strict liability, 3L is in fact very much in business today.

%4 See 13 Stan. L. Rev. 645, 648(1961). Make Drugs Safe,” Fortune, March
Letter from Dr. Irving Ladimer 1963, p. 123; Hampton, “Ethical Drugs
to_Paul D. Rheingold, April 8 193 —A Close Look at the Embattled
6See results of"a survey of manu-  Ethical Dru% Industry,” 91 Chem.
facturers, 13 Stan. L. Rev. 645, 648-49  Week 134 E962); Bauer & Field
(1961). “Ironic_Contrast: United " States and
J7 See footnote 356, U. S S R Dru? Industries,” Harv.
IBFor a detailed discussion of gov-  Bus, Rev. 89 (Sepf.-Oct. 1962).
ernmental compensation, see Rosen- 31 See, for example, 13 Stan, L. Rev.
thal, Korn & Lubman, Catastrophic 645, 648 (1961).
Accidents In Government Programs 3nSee “How Cutter Came Back,”
3 ee Plant, cited at footnote 361 %ustmess Wteek,thebl. 24"19t?12' i 139{
| , Cutter's estimated loss Is therein se
Seﬁ)nger, footnote 363, at page 329, at &4 m||f|on, an_amount whlech ?n-
13 Stan. L. Rev. 645, 649-5] (1961). cludes losses on the product itself in
30There is a paucity of literature on  part occasioned by the recalling of the
the economics of thé drug industry.  Unused vaccine.
See Lessing, “Laws Alone Cannot
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If a particular drug company chose to ahsorb the costs of civil suits rathei
than' pass them on to the consumer, and if that company were one
operatm? .on a marginal profit, it might indeed be forced out of busi-
ness, buf it would be hard to show that the public would thereby be th
loser. If, on the other hand, the cost of obtaining insurance is passed on
to the consumer, the price of drugs will concededl¥ rise; however, it
is not likely that it will rise significantly because of the iar?e volume
of sales of a particular drug which will absorb the extra cost.3i3

~_Those who attack strict liability seem to feel that they have dealt
it its most stunning blow by their reference to the effect Upon the re-
search on new drugs.3748 A close examination of this assertion Froves
it to be without substance, however, since a company is impelled to
search for and develop new drugs for its very existence. To stay in
business it must develop new products. No company will %Jo_ou_t_of
business because of increased tort liability.3%8 Indeed, if civil liability
were capable of such disastrous effects, such effects would already
have been caused by the imposition of negligence liability.36 Or, if that
would not have done it, and if this negligence liability were survived,
the str_m?ent.gov_ernmental requirements would have administered the
financially crippling blow. As for the final supposed “dar]?_er” of strict
liability, the delay in marketing new drugs, it seems difficult to say
that a rule which requires more testing, whic testh will dlrectlr tend to
eliminate injurious qualities, is undesirable. Clearest of all is the
proposition that the ultimate loss should not be borne by the individual
who suffers a devastating reaction to a drug.377 There exist adequate

_3BThe drug industry is not a par-
ticularly good example of “elastic de-
mand.” A slight increase in cost will
not lead eitherto a mgnlflcant decrease
in_demand nor to Ihe use of sub-
stitutes.  For example, there is only
one manufacturer of  Chloromycetin,

its_ extent of liability is that it has the
ability to warn of the dangers and
thus shift off the risk to the consumer,
This, however, 15 unrealistic: it would
be hard to imagine a court that would
say that a warping which ran “Cay-
tign: any number” of unknown side

Thalidomide, Aralen, and most of the
drugs discussed in this paper, due to
the LPatent laws. .
JSee articles cited at footnote 369.
3h See Prosser, fogtnote 358, at page
1122. See also Boshkoff, “Some. Thoughts
About Physical Harm, Disclaimers and
Warranties,” 4 B, C. Indust, & Com. L.
Rev. 285 302-03 (1963). The reason
which the last author” advances for
the abjlity of any enterprise to stay
In business even “after an increase In
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effects may come to he associated with
use of this product” would preclude a
plaintiff from suit, See footnote 191,

30 See Pr?sser, footnote 358, at page
1122: 65 Yale L. J. 262, 264 (1955).

3MThere 1s, however, some dissent.
One student author, for instance, has
declared that “it fseems to_be fortuitous
whether a manufacturer is better able
to shift losses than is an individyal
plaintiff.” 13 Stan. L. Rev. 645, 648
(1961).
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means of shifting this liability, whether it is to the public in its role as
the drug buyer or in its role as the stockholder. This is the price paid
for engaging in a risky business.3B As stated by Professor James,
“When unexpected dangers develop from the use of a valuable new
product, the _mdustr% producing it . .. would have to compensate the
Innocent victims of those dangers.”30

V. Summary

It is concluded that as to established drugs, where the drug can he
shown to be impure, there will be little difficulty in an injured user’s
maintaining either a negligence or a warranty action. A misrepresenta-
tion action, based upon either intent or ne% Igence, can also be easily
maintained where the drug is impure. As for side effects inherent in
pure drugs, the breach of the duty to warn adequately will often con-
stitute sufficient ground for negligence liability. If there has been full
warnmgi to the doctor (and it is only he who needs to be warned),
there will be no neg}hgence, and probably no breach of warranty. The manu-
facturer may be found ne%llgent even where he did not know of the
effects of his drug if it can e shown that he deviated from his standard
of care in not knowing, and specifically, in not making tests adequate
to discover the untoward effects. Even in the situation in which the
manufacturer could not have known by any exercise of scientific care
of the adverse effects until they first occurred, it is arguable that a
breach of warranty exists. This is especially so if a concept of strict
liability is api)lled. The role of allergy as a defense is minor, if ap-
plicable at all; but contributory negligence, assumption of risk, and
Intervening negligence of the doctor are available defenses. Liability
for harm arlsmﬁ from an experimental drug is relatively easier to
establish than that for an established drug since the manufacturer is
engaging in a risky business. Finally, strict liability, where its prerequi-
sites are met, is not an undue burden upon the manufacturer, who
can take reasonable steps to shift his losses. [The End]8

8 See discussion relatinq,ex_t[a-hgz- 80James, “Products Liability,” 34
ardous activities to drug liability be- Texas L. Rev. 192, 215 (19'?15)theSE%walsgf

glnmng at text accompanying footnote Keeton, R. Legal Cause i
1 Torts 103-17 (1963).
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The Role of Scientific Research
in the Food and Drug
Administration

By WILLIAM H. SUMMERSON

The Following Article Was Presented at the Annual Research and
Scientific Development Conference of The Proprietary Association
Held in New York City on December 10, 1964. Dr. Summerson Is
Director, Bureau of Scientific Research, Food and Drug Administration.

STHE TITLE OF MY TALK INDICATES, I propose to dis-
A cuss briefly with you today the role of scientific research in the

Food and Drug Administration (FDA). | shall relate my remarks
as specifically as possible to drug research, since | am sure that this
will be of more Interest to you than if | were to present our total
research program,

The first question that may well come to your mind mi?ht be
why the FDA supports any scientific research programs at all. The
basic mission of FDA s to protect the consumer by insuring the
safety and integrity of our foods, drugs, therapeutic devices and cos-
metics. At first glance, there would appear to be little requirement
for scientific research in such a mission. However, when one looks
into the mechanisms which must be used to establish and maintain
the safety and integrity of consumer goods, the requirement for
scientific research becomes somewhat more evident. In general, stan-
dards of safety and integrity are quantitative standards; they must
be established and defined on the basis of scientific experimentation
and analytical methodology. Deviations from these standards, if they
occur, must also be definable in terms of scientific fact.

~ Specifically, the establishment by FDA of effective rules regard-
ing the safety of foods, drugs and colors must be based on a review
by skilled scientists of the experimental data submitted by industry
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in support of applications for the distribution of new products.
Furthermore, this technical review must keep in step with the con-
stantly expanding technological base of the food and drug industries.
For example, over the five-year period from 1957 to 1962, the drug
industry expanded its research expenditures from $104 million an-
nually to approximately $275 million annually, and this expansion is
still continuing. Scientific technology is also expanding at a rapid
rate, particularly with respect to instrumentation and automation, as
we all know. It our scientists are to serve the. best interests of in-
dustry and of the consumer, they must be a part of this steady
stream of scientific progress, and contribute to it by their own re-
search efforts. Our scientific research should assist in answering
questions of the moment, where the data are inadequate or incon-
sistent. 1t should also provide a sound basis for understanding future
technical problems as they arise. Only by maintaining an active
research competence can we expect our scientists to be able to cope
with the rapid progress being made today in science and in industry.
These then are some of the reasons for the maintenance of an active
scientific research program by the FDA.

FDA’s Research Structure

Let us now take a brief look at the research structure within the
Food and Drug Administration. Research Brograms of one kind or
another are actively in progress in the Bureau of Medicine, the
Bureau of Regulatory Compliance, the Bureau of Scientific Standards
and Evaluation, and the Bureau of Scientific Research. Of these
various bureau programs, | progose to discuss only that of the Bureau
of Scientific Research, since this is the bureau of which | am the
director, and about whose program | know the most. Furthermaore,
the Bureau of Scientific Research has by far the largest and most
active research program within FDA, and it likewise has a responsi-
bility for long-range research as well as for research which is gen-
erated by scientific problems of the moment.

The Bureau of Scientific Research is a relatively new organiza-
tion. The bureau was organized approximately one year ago to pro-
vide the FDA with an organization which could devote the major
portion of its time and talents to the scientific research problems
which are associated with the mission requirements of FDA, and
which would at the same time be relatively free from the technical
and administrative pressures which are inevitably associated with the
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responsibilities of a requlatory agency. It is believed that such a
research organization should be able to make much more rapid
progress toward the solution of FDA’s research problems than was
possible under the previous organization. It is not possible at the
present time to give a true measure of the validity of this concept
since, as | have indicated, this approach is a relatively new one.
Only the future will provide evidence regarding its adequacy or in-
adequacy to meet the needs which generate it.

Let us take a more specific look at the resources available to the
new organization. The Bureau of Scientific Research presently con-
tains about 450 people of whom approximately 60% have a profes-
sional degree in one field or another. Of our professional staff, ap-
proximately two-thirds are chemists. The remaining professional
specialists include microbiologists, pharmacologists, bI0|OPIStS, veter-
inarians, medical officers, mathematicians, food technologists, and
Bhysic_ists. The largest group other than chemists consist of micro-

i0logists, to the extent of aEJprqmmately 14% of the total professional

staff, followed by pharmaco oglsts and medical officers who comprise
9% of the total staff. The other specialists are present in relatively
small numbers.

Looking more closely at the chemists among our professional
Personnel, we find that approximately 48% are analytical chemists,
ollowed by 26% biochemists, and 21% general chemists. We also have
a few organic and physical chemists.

It is clear from this professional talent profile that our major
research programs employ the disciplines of chemistry, microbiology,
and pharmacology, supported by a number of other disciplines to a
minor extent. Within the field of chemistry, our major interest is
clearly analytical chemistry, but there is also a significant emphasis
on biochemistry and nutrition.

This group of professional personnel is supported by a budget
which currently amounts to approximately $5.5 million a year. Almost
all of this budget is devoted to in-house research. | feel that this is
a major imbalance at the present time and | am doing what | can to
expand the support of our research program by research grants and
contracts placed outside of our organization. If we can increase our
extramural research program significantly, | feel that the resulting
total program will provide us with a much better opportunity for
obtaining new research ideas and concepts than we now have.
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With regard to facilities, our laboratories at the present time are
located in Washington and we have a special animal pharmacology
laboratory at Beltsville, Maryland. Our laboratories at the moment
are crowded and relatively inadequate with respect to modern require-
ments. However, just being completed is an up-to-date modern
laboratory building in Washington, which will house most of our
research activities. We expect to occupy these new and very modern
laboratory quarters some time next spring.

While | have indicated that our current laboratory facilities leave
much to be desired, | must hasten to add that, in my opinion, our
laboratory equipment is excellent. We have every variety of modem
equipment which can be useful to our research program and we have
some advanced research equipment which is found to only a limited
extent elsewhere. This Eomts up one of our main program objec-
tives, which is to keeﬁ abreast of modern technological develogments
in laboratory research regardless of their sophistication, so that we
may exploit fully the possible application of such new techniques to
the routine technical requirements of the entire FDA organization.

| should now like to give you a few specific examples of the
types of research currently in #Jrogress with respect to drugs. In the
field of analytical chemistry for example, we are applying modern
techniques of UV, IR, and NMR spectrometry to the dififerentiation
of drug isomers, the detection of cosmetic components, and the pre-
cise identification of very small quantities of known drugs. We have
recently published a comprehensive library of the infrared spectra of
a variety of known drugs, and | have here an example of this publica-
tion. In the field of nuclear magnetic resonance or NMR spectra, we
are pioneering the application of this powerful tool to the identifica-
tion of a wide variety of pharmaceutical substances. As a first step
in the process, we are preparing an NMR library comparable to the
IR library | just mentioned. We constantly seek to provide improved
chemical procedures for the precise analysis and identification of
National Formulary items, and we also have a program on improving
the U.S.P. methods for the chemical analysis of various drugs. An
additional example of our research is a program for obtamlnP_ optical
crystallographic data on all National Formulary XII crystalline sub-
stances so that these materials can be precisely identified under the
crystallographic microscope.

Another one of our research programs which will be of interest
to you is the so-called “pillistics” program. Here we are concerned
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with the identification of drug tablets or pills with regard to their
site of manufacture. We have assembled a large collection of drug
tablets from many mar)ufactu.rlnf; sources and have catalogued these
tablets in terms of their physical characteristics, such as size, shape,
color, proprietary markings and marks associated with the use of
specific dies or presses to produce the tablets. With this information
available, we feel that we can identify almost any drug tablet sub-
mitted to us with respect to the place of manufacture, at least within
the United States. This information is primarily of value to us in
helping to establish the identity or spuriousness of drug tablets col-
lected by our field inspectors from either labelled or unlabelled
sources. We use the comparison microscope for this purpose, quite
analogous to the procedure used b% police laboratories in determin-
ing whether or not two different bullets have been fired from the
same gun. It is because of this analogy that we have labelled this our
“pillistics” program.

Turning now to certain biological aspects of our drug research
program, an important research area relates to drug bioassay. Not
infrequently, a characteristic biological effect of a drug may be the
best measure available of the potency of a drug i)_reparatlon. e seek
improvement with respect to specificity or simplicity in the bioassay
of drugs. For example, we are currently evaluating methods for deter-
mining the biological activity of thyr0|dJ)reparqt|ons. We are also
exglo_rln? the possible use of drug-induced ventricular fibrillation as
a basis for evaluating the efficacy of antiarrythmic drugs proposed
for clinical use. We are also developing tissue culture techniques as
a basis for a better understanding of the action of drugs at the
cellular level.

Another aspect of our biological research program relates to the
precise measurement of skin irritancy and eye irritancy. We are
measuring the skin irritancy of certain cosmetic components, and the
eye irritancy of plastic contact lenses. Our goal here is not so much
the measurements themselves but rather the development of experi-
mental techniques which will be of direct appllcablllt?: to man. We
also have some basic studies underway with regard to the mechanisms
of skin and eye penetration, and of skin sensitization.

~As | indicated earlier, I have limited my examples of research
in Erogiress_ largely to drugs and related areas. Just for the record,
| should like to add here that we also have research programs on
various scientific aspects of the safety and integrity of foods as well
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as drugs; research programs which %@ralle_l in_many ways those
| have just described for drugs, and which likewise serve to support
FDA in the discharge of its assigned mission,

I should like to add one final word with regard to our research
philosophy. All of the research Erograms that 1 have described to
ﬁou today are, in my opinion, in the area of applied research. You will

ave noted that the research objectives are invariably associated with
some specific aspect of either the safety or the integrity of a drug
or a therapeutic device. | feel that this is the way it should be.
Scientific research on foods, dru%s and cosmetics has an important
role in the accomplishment of the FDA mission. Our goal is the
establishment and maintenance of a scientific research capability
which will support FDA objectives not only for the present but also
for the future. [The End]

DRUG ABUSE CONTROL AMENDMENTS BECOME LAW

On Julty IS, 1965, the President signed the “Drug Abuse Control
Amendments of 1965.” The amendments are designated “An Act to
rotect the public health and safety by,amendln([; the Federal Food
rug and Cosmetic Act to establish special controls for depressant and
stimulant drugs and counterfeit drugs, and for other purposes.” The
become effective the first day of the seventh month ‘after enactment,
that is, on February 1, 1966.

_ The amendments provide stronger controls over manufacture, dis-
tribution, delivery and possession of counterfeit drugs and of depressant
and stimulant drugs, including barbiturates (“sleeﬁmg pills”), ampheta-
mines (“pep plllsﬁ and other psychotoxic drugs having a potential for
abuse because of their depressant, stimulant or hallucinogenic effects.

The law eliminates the necessity for the FDA to prove interstate
traffic in counterfeit drugs or in dePressant and stimulant drugs. The
8ontr(t)lsffapply regardless of the interstate or intrastate origin' of the

rug traffic.

Under the law wholesalers who handle depressant or stimulant
drugs must register with the FDA, and manufacturers will be required
to supplement their exwtmg registration if they make these drugs. All
persons who deal in these drugs will be required to prepare a complete
and accurate inventory of their stocks on hand as of the effective date,
February 1 1966. Affer that, required production, shipment, and sales
records will enable FDA to make any necessarii checks. Pharmacists
and doctors who dispense the drugs must also keep invoices and pre-
scriptions for the covered drugs for a period of three years.

FDA inspectors assigned to thelllle(t;al drug traffic area of enforce-
ment will have the authority to seize the illegal drugs and to_arrest
persons who are en%aged in illegal operations. Special penalties are
growded for those who illegally sell or give the dru]gs to anyone under
1 years of age. Otherwise, penalties for violations of the Federal Food,
Drig and Cosmetic Act apply.
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Employment Practices Law
Opens a New Era in Labor Relations..

...and CCH is ready to help you get off to a flying start on the new rules
forbidding discrimination in employment on account of race, color, religion,
national orlgm, or sex with our brand-new EMPLOYMENT PRACTICES
GUIDE. These new rules are so complex, so many misconceptions abound
concerning how they apply to employers, unions and employment agencies,
you’ll welcome the official and explanatory guidance the new GUIDE offers
to help comply with federal and state requirements.

Subscribers receive a handy Volume at no extra charge settin? out fed-
eral and state fair employment practices and equal pay laws in full text and
arranges and explains them by topic. Enforcement, record keepln% and re-
porting requirements and how and when suits ma& be brought and by whom
are exPIamed. Labor arbitration awards and NLRB decisions on racial and
other forbidden types of discrimination are included.

Current issues keep subscribers in step with changes in FEP rules and
pertinent activities of federal and state commissions and agencies. They
provide official coverage of pertinent laws, requlations, rulings and decisions
and also explain who must comply, what conduct is unlawful in hiring,
promoting, laying off, discharging and compensating employees ; how unions
must handle membership, organizing and operating situations; and how em-
ployment agencies must treat job referrals.
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