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REPORTS
TO THE READER

Charles A. Adams.—W ith sorrow we 
report word from Sir H a rry  Jephcott, 
in London, th a t M r. C harles A. A dam s 
passed away in April 196S. Mr. Adams, 
form er D irector of the Food S tandards 
and Labelling Division, United Kingdom 
M inistry of Food, was for many years 
a m em ber of the  E dito ria l A dvisory 
B oard of th is 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. 
W e shall miss his counsel and encourage­
ment.

Products Liability—The Ethical Drug 
Manufacturer’s Liability.—P art I  of this 
article by Paul D. Rheingold, a member 
of the D istrict of Columbia and M assa­
chusetts Bars, appeared in the June issue 
of this journal. In this issue the article 
is concluded with discussions, starting on 
page 372, on “Injury Caused by Estab­
lished Drugs,” and “Injury  Caused by a 
D rug in the Experimental Stage.”

In discussing cases involving established 
drugs, Mr. Rheingold states that the 
m ajority of the decided ethical drug cases 
has arisen from harm  caused by impure 
drugs. Impurities encountered have in­
cluded impure, foreign substances in med­
icine ; wrong ingredients; omissions of 
intended ingredients; improper prepara­

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 in negligence, 
warranty, and misrepresentation.

W hen pure drugs are involved the is­
sues become more complicated, and us­
ually involve the drug house’s duty to 
w a rn ; the elements of an adequate w arn­
ing; the company’s duty to know the 
nature and effects of its product; and 
the m anufacturer’s duty to test in order 
to know when to warn.

In jury  caused by drugs still in the ex­
perimental stage leads to a very different 
situation. W hile there were no decided 
cases in this area either against manu­
facturers or doctor-administrators of in­
vestigational drugs, Mr. Rheingold dis­
cusses possible future litigation.

Scientific Research in the F D A .— In
the article beginning on page 427, 
W illiam H . Summerson, D irec tor of the 
B ureau of Scientific R esearch, FD A , 
discusses the d rug  research  program  
in th a t agency. H e  notes th a t F D A  
research  objectives are associated with 
some specific aspect of either the safety 
or in teg rity  of a d rug  or therapeutic 
device.

REPORTS TO T H E  READER PAGE 3 71
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Products Liability—
The Ethical

Drug Manufacturer's Liability
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 W as Reprinted in the June Issue. Mr. Rheingold 
Is a Member of the District of Columbia and Massachusetts Bars.

H E  D IV ISIO N  O F T H E  FO L L O W IN G  M A TER IA L on the
topic of injury arising from the use of established drugs—those 

already on the market with Food and Drug Administration (FD A ) 
clearance—is primarily that between pure and impure products. In 
addition, liability for injuries arising from the use of established drugs 
which are inefficacious is considered. Impure drugs are those sold 
other than as the m anufacturer intended, and containing 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 
;peculiarity on the part of the user. In a general way this division of 
the 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.131

131 See on this distinction 2 H arper & tions for Use of a Product,” 71 Yale L .J .  
James, Torts  1540 (1956) [hereinafter 816 (1962) ; Rheingold, “Liability for 
cited as H arper & Jam es]. On design Defective Design,” 6 The P laintiff's A d- 
fault see 1 Frum er § 7 ; Noel, “Manufac- vocate 59 (1962). 
tu rer’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:

(a) Impure, foreign substances in medicine, such as bacteria, and 
spoiled medicine ;132

(b) W rong ingredients substituted for intended ones, or proper 
ingredients omitted ;133

(c) Im properly prepared drugs ;134
(d) Product labeled improperly or containing incorrect direc­

tions, dosages, or the like.135
In comparison to the pure drug cases, the legal issues here are rela­
tively simple and to a large extent settled, whether the action be in 
negligence, w arranty, 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.138 On other occasions, it has

132 M erck & Co. v. Kidd, 242 F. 2d 592 
(6th C ir.), cert, denied, 355 U . S. 814 
(1957) (hepatitis  in blood plasm a; 
further discussed at footnote 295) ; A b ­
bott Labs. v. Lapp, 78 F. 2d 170 (7th Cir. 
1935) (serum contaminated with strep­
tococci and staphylococci bacteria; 
further discussed at footnote 347) ; R us­
so v. M erck & Co., 138 F. Supp. 147 
(D. R. I. 1956) impurity in blood plas­
ma ; further discussed at footnote 208) ; 
Mochlcnbrock v. Parke, Davis & Co., 
141 M inn. 154, 169 N. W . 541 (1918) 
(im purity in ether; further discussed at 
footnote 263) ; Krom v. Sharp &• Dohme, 
Inc., 7 App. Div. 2d 761, 180 N. Y. S. 2d 
99 (1958) (hepatitis in blood plasma; 
further discussed at footnote 176) ; Bau- 
dcnbach v. Schwcrdtfeger, 224 App. Div. 
314, 230 N. Y. Supp. 640 (1928), appeal 
dismissed, Baudenbach v. Schlesinger, 
250 N. Y. 555, 166 N. E. 322 (1928) 
(vaccine ampule contained abscess-pro­
ducing bacteria) ; Lari-more v. Brown, 40 
Ohio L. Abs. 385, 57 N. E. 2d 313 (1943) 
(acne vaccine unsterile due to presence 
of bacillus subtilis) ; Henderson v. N a­
tional D rug Co., 343 Pa. 601, 23 A. 2d

743 (1942) (irritan t in liver ex tract; 
further discussed at footnote 160) ; Sandel 
v. State, 115 S. C. 168, 104 S. E. 567 
(1920) (typhoid vaccine contaminated in 
manufacturing process causing protein 
poisoning).

133 H ruska v. Parke, Davis & Co., 6
F. 2d 536 (8th Cir. 1925) (base com­
posed of mineral oil rather than animal 
or vegetable oil) ; Randall v. Goodrich- 
Gamble Co., 244 Minn. 401, 70 N. W . 2d 
261 (1955) (linim ent deviated from
master form ula; further mentioned at 
footnote 140) ; Thomas v. Winchester, 6 
N. Y. 397 (1852) (belladona in place of 
extract of dandelion).

134 Gottsdanker v. Cutter Labs., 182 Cal. 
App. 2d 602, 6 Cal. Rptr. 320 (1960) 
(live polio virus in vaccine).

135 David v. McKesson & Robbins, Inc., 
253 App. Div. 728, 300 N. Y. Supp. 635, 
aff’d, 278 N. Y. 622, 16 N. E. 2d 127 
(1938) (sodium fluoride in box labeled 
sodium bicarbonate).

136 See, for example, Mochlcnbrock v. 
Parke, Davis & Co., 141 Minn. 154, 169 
N. W. 541 (1918) ; Thomas v. W in­
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—life-saving when pure, life-threatening when impure.131 * * * * * 137 
Litigants harmed by impurities in ethical drugs have generally pre­
vailed on one of two specific applications of the general standard of 
care, the duty 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 construction138—may be said to impose upon an 
ethical drug producer the duty to use quality control methods and 
other modern procedures 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 negligence.139 A case in point, although involving 
a proprietary drug, is Randall v. Goodrich-Gamble Co.,140 where the 
user of a liniment allegedly suffered a burn from the liniment. The 
manufacturer defended on the ground that his product was pure be­
cause : (a) the chemicals which were combined to make the liniment 
had been purchased from reputable sources and met United States 
Pharmacopoeia (U SP) or National Form ulary Compendium (NFC) 
requirements ;141 (b) compounding of the chemicals was performed 
under the supervision of a chem ist; and (c) two other employees 
double-checked all the ingredients as to quality and weight. Plaintiff, 
on the other hand, produced proof that the individual ingredients had 
never been examined or tested and that the final product was never 
compared with the m aster formula from which defendant purported 
to work and from which plaintiff alleged it differed substantially. 
Judgm ent entered on a jury verdict for the manufacturer was affirmed 
on appeal when the higher court found that the evidence was in gen­
uine conflict.

131 Henderson v. National Drug Co.,
343 Pa. 601, 23 A. 2d 743 (1942) ; Peters
v. Johnson, SO W . Va. 644, 41 S. E. 190
(1902) (dictum) ; see also 1 H u rsh §2 :13 .

138 See generally  1 F rum er § 6 ; 1
H ursh  §§2:16-26; accord, cases involv­
ing druggists, gathered in Annot., 79
A. L. R. 2d 301, 320 (1961). On the duty
to test in the sense of investigating basic
qualities of drugs, ra th e r than exam ­
ination of assem bly line products for
individual flaws, see text beginning at 
footnote 289.

139 Accord, Ford M otor Co. v. Zahn, 
265 F. 2d 729 (8th Cir. 1959) (failure to 
sample finished product to detect defec­
tive ashtray in new automobile). On the 
drug manufacturers' practices in control 
of assembly line quality, see footnote 102.

140 2 44 Minn. 401, 70 N. W . 2d 261
(1955). The pleadings in this case are 
set out in 8 Negl. & Comp. Cases Annot. 
3d 87 (1957).

141 On the compendia see footnote 81 
in P art I.
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W hile failure to warn is the most commonly alleged deviation 
from the standard of care in products cases,142 such a duty has had 
only minor application in impure drug cases. This situation results 
from the fact that in im purity cases the failure occurs in manufacture, 
whereas the duty to warn typically arises when the product is techni­
cally pure but is capable of being used in a dangerous manner unless 
cautionary statem ents are made. Nevertheless, in a number of cases 
where the im purity 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 profession 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, apparently), negligence was found in a 
failure to warn that the drug m ight become impure and that such 
defect could be determined from its turning cloudy. Said the court, 
“Sometimes it is well to have our attention called to things we know 
best.”145

O ther drug cases involving allegations of negligence have, of 
course, gone to the jury w ithout 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 application of res ipsa loquitur. Res 
ispa loquitur is particularly applicable to impure drug cases since its 
usual requirements are easily m e t: 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

112 See extended discussion in text be­
ginning a t footnote 263.

143 201 Misc. 416, 10S N. Y. S. 2d 735 
(Ct. Cl. 1951), aff’d, 280 App. Div. 157, 
112 N. Y. S. 2d 695 (1952). The court al­
so holds that the state, which received the 
serum from the Red Cross and passed it 
on to various hospitals, was really only 
a distributor and not a manufacturer with 
a result that, as declared, it was under 
no duty  to  w arn but only to avoid m is­
labeling. T he appellate court added 
th a t the defendant “has a righ t to  ex­

pect th a t the profession w ould use an 
agency of lim ited m edical usefulness 
under lim ited conditions.” 280 A pp. 
Div. a t 160, 112 N. Y. S. 2d a t 698. 
Follow ing Parker was H idy v. State, 
207 Misc. 207, 137 N. Y. S. 2d 334 (Ct. 
Cl. 1955), aff’d without opinion, 2 App. 
Div. 2d 644, 151 N. Y. S. 2d 621 (1956), 
aff’d without opinion, 3 N. Y. 2d 756, 
163 N. Y. S. 2d 985, 143 N. E. 2d 528 
(1957).

144 78 F. 2d 170 (7th Cir. 1935).
145 Id. at 176.
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cases have involved the successful use of the doctrine,146 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 D rug Act, 
of FDA regulations, or of the various state laws.148

In conclusion, if it can be shown that there was an im purity or a 
potential for im purity in a drug a t the time it left the factory, or that 
its contents or use differed from that on the label or box, a litigant 
should not have much difficulty in proving a deviation from the stan­
dard of care to which the drug m anufacturer is held.149

2. Warranty Action
An action for breach of an express or implied w arranty made for 

an ethical drug represents some of the most interesting problems in 
product litigation today. These include whether a w arranty is broken 
where the product is commercially salable but causes harm because 
of inherent side effects,150 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,151 whether contributory negligence is a de­
fense,152 and the extent to which a disclaimer will serve as a shield 
to an implied w arranty action.153 This section considers the basic 
elements of w arranty actions in any type of ethical drug suit, with 
emphasis on the case of the impure drug. For purposes of this paper 
the privity question is considered settled. W hile some defense of 
privity may yet be anticipated,154 the trend of the modern cases and

146 See, for example, Tncker v. Graves, 
17 Ala. App. 602, 88 So. 40 (1920). See 
generally Annot., 79 A. L. R. 2d 301, 329
(1961).

147 Webb v. Sandos Chem. W orks, 85 
Ga. App. 405, 69 S. E. 2d 689 (1952) ; 
Mogansen v. H icks, 253 Iowa 139, 110 
N. W . 2d 563 (1961) (injuries due to an 
allergic reaction) ; Henderson v. N ation­
al Drug Co., 343 Pa. 601, 23 A. 2d 743 
(1942) ; Tuscany v. United States S tan­
dard Prods. Co., 243 S. W . 2d 207 (Tex. 
Civ. App. 1951).

143 See cases cited at footnote 281. Two 
sections of the D rug Act which when 
violated might readily give rise to civil 
liability are discussed in footnotes 88 and 
89 in P a rt I.

149 Nothing is said herein of the privity
requirem ent because it is not required
PAGE 3 7 6

in negligence today and even w here 
the halfstep requirement of “imminent” 
danger lingers on, this condition is 
easily m et w ith drugs. See generally  
1 F rum er § 5; 1 H ursh  § 6.

O th er m atters  pertinen t to defense 
of negligence actions involving an im ­
pure drug, covered below, are contrib­
utory negligence, text beginning with 
footnote 252; assum ption of risk, foo t­
note 230; and in tervening acts of the 
doctor, tex t beginning at footno te 231.

150 See tex t beginning at footnote 210.
151 See tex t beginning at footnote 299.
162 See tex t beginning at footnote 213.
153 See tex t beginning at footnote 182.
154 See, for example, Freedman, “The 

3-Pronged Sword of Dam ocles: Cutter, 
Henningsen, and Greenberg,” Defense 
Research Institute Monograph (undated).
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the view of every impartial commentator is tha t 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.155

The leading impure drug case in the w arranty area is Gottsdanker 
v. Cutter Lab oratories,156 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 drug often may have 

received the drug other than by a sale. He may, for example, have 
received a sample from a physician, have been administered the drug 
in a hospital w ithout 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 drug should determine whether 
a w arranty exists. Much law can be cited for the proposition that 
a technical sale is not required in a to rt suit for personal injury arising 
out of a broken w arranty.157 In the Cutter case, the court, assuming 
arguendo that there was no sale of vaccine by 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 w arranties 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 to the ultim ate consumer.

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

155 See Dickerson, Products Liability 
and the Food Consumer (1951) ; 1 F ru- 
mer § 16.03-.04; Prosser, “The Assault 
upon the Citadel (S tric t Liability to the 
Consum er),” 69 Yale L . J. 1099 (1960).

Among the drug cases rejecting privity 
are Magee v. W yeth Labs., Inc., 214 Cal. 
App. 2d 361, 29 Cal. Rptr. 322 (1963) ; 
Gottsdanker v. Cutter Labs., 182 Cal. 
App. 2d 602, 6 Cal. Rptr. 320 (1960). 
Contra, Russo v. M erck & Co., 138 F. 
Supp. 147 (D. R. I. 1956) ; Dumbrow v.

Ettinger, 44 F. Supp. 763 (E. D. N. Y. 
(1942) ; Krom v. Sharp & Dohme, Inc., 
7 App. Div. 2d 761, 180 N. Y. S. 2d 99
(1958) ; W echsler v. Hoffman-LaRoche, 
Inc., 198 Misc. 540, 99 N. Y. S. 2d 588 
(Sup. Ct. 1950). Cf. Kaspirowitz v. 
Schering Corp., 70 N. J. Super. 397, 175
A. 2d 658 (App. Div. 1961).

156 182 Cal. App. 2d 602, 6 Cal. Rptr. 
320 (1960).

157 1 Frurner §19.02; Prosser, Torts 
§83, at 493-96 (2d ed. 1955).
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decisions in which courts have refused to find a breach of w arranty.158 
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 breach of w arranty.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 product, the hospital, which merely 
applied another’s product. In the Cutter case, the court expressly 
rejected the m anufacturer’s argument, based on the bad blood cases, 
that the administration of the vaccine had been but a “service.”160 
The rationale of the blood transfusion cases, while providing solicitude 
for charitable, non-profit hospitals, apparently does not similarly 
apply to m anufacturers.161 W hile 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.,16& has specifically refused to recognize such a relationship.

b. Express w arranty action
The personal injury action based upon express w arranty has seen 

extended use in the past few years, grounded on manufacturer repre-
158 See generally  1 F ru m er §19.02; 

accord, the restaurateur cases which cre­
ate liability in w arran ty  w here food 
m ay be m ore accurately  described as 
served than sold, discussed in 1 Frum er 
§24.01; 1 H ursh  § 3.32-.33.

159 Perlm utter v. Beth David Hosp., 
308 N. Y. 100, 123 N. E. 2d 792 (1954) ; 
Dibblee v. Dr. W . H . Groves Latter-Day
Saints Hosp., 12 U tah 2d 241, 364 P. 2d 
1085 (1961) ; Gile v. Kennewick Public 
Hosp. Dist., 48 W ash. 2d 774, 296 P. 2d 
662 (1956).

100 182 Cal. App. 2d at 609-12, 6 Cal. 
Rptr. at 323-26 (1960). Note that also
in Cutter, at 611-12, 6 Cal. Rptr. at 325— 
26, the defendant sought to bring the 
fac ts  of the case w ith in a California
sta tu te  th a t m ade distribution  of cer­
tain biological substances a  service and 
not a sale expressly to defeat w arranty
purposes. T he leg islature had ap p ar­
en tly  intended a s ta tu to ry  enactm ent
of the Perlmutter rule. T he court, how-
PAGE 3 7 8

ever, found that the polio vaccine was 
not within the definition or the intent of 
the statute.

101 Critical of the line of transfusion 
cases are 1 Frum er §19.02(3), at 502; 
F arnsw orth , “ Im plied W arran ties  of 
Qualities in Non-Sales Cases,” 57 Cohtm. 
L. Rev. 653 (1957) ; “Comment,” 33 
Miss. L . J. 253 (1962). Frum er states: 
“But fault is not a prerequisite to re­
covery in warranty. And, any burden on 
the hospital (which does not outweigh 
the burden on the injured patient) could 
be shifted to the manufacturer or the 
hospital’s supplier.” 1 Frum er §19.02(3), 
a t 502. See also Napoli v. St. P eter’s 
Hosp., 213 N. Y. S. 2d 6 (Sup. Ct. 1961) 
(Perlm utter rule does not apply where 
claim rests on breach of an express w ar­
ranty, a  fine distinction).

102 See footnote 168.
103 7 App. Div. 2d 761, 180 N. Y. S. 2d 

99 (1958). This case is criticized in 1 
Frum er § 19.02, at 497 n.2.
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sentations or affirmations of fact in advertising and other written 
m aterial.184 There is a wealth of advertising, labeling, and brochure­
issuing emanating from the pharmaceutical trade today. This material 
characteristically extols in positive and reassuring statem ents the 
quality, safety, harmlessness, and non-toxicity of the drug in ques­
tion.165 W hat 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 influence him to prescribe one brand or class of medicine over 
another.166

Assuming, as is fair,167 that there can be liability for breach of 
express w arranty if false assurances of safety are made directly to 
the patient, can w arranty liability still be created on the basis of mis­
statem ents made to the doctor-prescriber ? Certainly the motive in 
this form of advertising—that of creating reliance in order to foster 
sales and ultimate consumption—is the same. I t m ight 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 
relationship only in a limited sense.168 Commentators agree that the 
representation relied upon need not be made directly to the party who

104 See generally 1 Frum er § 16.04 [4] ; 
2 H ursh § 7; Lambert, “Comment,” 29 
N A C C A  L. 1. 33-45 (1963). The pri­
m ary interest in these recent cases is the 
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.

185 See tex t beginning a t footno te 112 
(20 F ood Drug Cosmetic L aw J ournal 
351).

106 See text beginning at footnote 106 
(20 F ood D rug Cosmetic L aw J ournal 
349).

107 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 directly 
to the patient; further discussed at foot­
note 195.

108 I t is likely that a court would find 
an agency for the special purpose of 
acting  for the patien t to  receive s ta te ­
m ents from  the m anufacturer. A  num­
ber of cases have considered the agency 
point and have reached contrad icto ry

resu lts  based upon differing issues. 
F ind ing  the existence of an agency is 
W echsier v. Hoffm an-La Roche, Inc., 198 
Misc. 540, 99 N. Y. S. 2d 588 (Sup. Ct. 
1950) (further discussed in text at foot­
note 194). Denying the existence of such 
are Moehlenbrock v. Parke, Davis & Co., 
141 Minn. 154, 169 N. W . 541 (1918) (on 
issue of m a lp rac tice ); K rom  v. Sharp & 
Dohme, Inc., 7 App. Div. 2d 761, 180 
N. Y. S. 2d 99 (1958) ; and Marcus v. 
Specific Pharmaceuticals, Inc., 191 Misc. 
285, 77 N. Y. S. 2d 508 (Sup. Ct. 1948).

A lternatively, it could be said th a t 
the doctor is the ag en t of the m anu­
factu re r in m aking express w arran ties, 
as w as the position taken in Brown v. 
Globe Labs., Inc., 165 Neb. 138, 84 N. W . 
2d 151 (1957). O n reliance as a re­
quirement in w arranty actions, see foot­
notes 178, 179. Note that reliance in the 
typical sales sense could be predicated 
upon the patient’s reliance on a pharm a­
cist if he buys the medicine at a drug­
store; but admittedly, this is not reliance 
on a direct representation by the drug 
house.

PAGE 3 7 9ETHICAL DRUG MANUFACTURER’S LIABILITY



is injured and suing.169 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.

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

c. Implied w arranty—merchantability, fitness and safeness
In Cutter, the jury found in special interrogatories that there had 

been a breach of the traditional implied warranties of merchantability 
and fitness for particular use since the vaccine contained live polio 
virus. On appeal, the court affirmed this finding and added that there 
was also a breach of implied w arranty of wholesomeness.174 In a 
number of other cases, allegation of breach of implied w arranty has

1001 Frum er § 16.04[4], at 440-41; 2 
H arper & James § 28.7, 1548; Restate­
ment (Second), Torts  § 402A, comment ; 
(Tent. D raft No. 6, 1962) ( “The reli­
ance need not necessarily be that of the 
consumer who is injured.” ) ; Dickerson, 
“Recent Developments in Food Products 
Liability,” 8 Prac. Lazv, April, 1962, pp. 
17, 31.

170 M annss z'. Maciohyte Co., 155 F. 2d 
445 (3d Cir. 1946) ; La Plante v. E. I. 
Du Pont de Nemours & Co., 346 S. W . 
2d 231 (Mo. App. 1961).

In the Cutter cases the children who 
received the vaccine could not have relied 
on any statements of the manufacturer. 
In  Carmen v. EH Lilly & Co., 109 Ind. 
App. 76, 32 N. E. 2d 729 (1941), plain­
tiff alleged that the doctor relied upon 
the manufacturer’s brochure and that the 
patient relied on the doctor. See also 
Marcus v. Specific Pharmaceuticals. Inc.. 
82 N. Y. S. 2d 194 (Sup. Ct. 1948),
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discussed in footnote 226.
171 70 N. J. Super. 397, 175 A. 2d 658 

(App. Div. 1961) (discussed further in 
footnote 257). See also the opinion in 
the first appeal of Randall v. Goodrich- 
Garnble Co., 238 Minn. 10, 54 N. W . 2d 
769 (1952), wherein neither the husband- 
purchaser nor the wife-consumer relied 
on the m anufacturer’s statements and it 
was held that no breach of express w ar­
ranty therefore existed.

172 See Prosser, Torts  §83, at 493-96 
(2d ed. 1955) ; Keeton, “Products Liabili­
ty—Current Developments,” 40 Texas L. 
Rev. 193, 204-05 (1961).

17S Keeton, see footnote 172. The simi­
larity here of an express warranty suit 
to one based on fraud or deceit, as con­
sidered below, should be noted; it is like­
ly th a t the law is w ork ing tow ard  a 
m erger of these two theories.

174 1 82 Cal. App. 2d at 612, 6 Cal. Rptr. 
at 326.
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been an im portant part of the suit.178 W hile the specific type of w ar­
ranty created by law will usually not be significant in a suit, it is 
perhaps worthwhile to give short consideration to the applicability of 
the two traditional warranties and the newer combination ones.

The merchantability concept—th a t 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.175 176 The w arranty of special fitness for 
purpose, although found to be violated in Cutter, is somewhat more 
difficult to apply to the ordinary drug case.177 178 * * * As to the specific 
elements of this type of w arranty action, sales law doctrine holds that 
reliance on the skill and judgm ent of the seller is required.178 How­
ever, it is by no means clear that any reliance is required for a personal 
injury w arranty action, or, if so, that the doctor’s reliance will not 
suffice.179

Use of some general implied w arranty would simplify the issues 
by avoiding the minor technical requirements which have grown out 
of a Uniform Sales Act approach to w arranty. In food cases this 
general w arranty is the well-known, well-accepted one of wholesome­
ness.180 The Cutter case carried this concept over into the drug area, 
on the analogy of drugs to food, both being intimate and internal-use 
products. A more apt term where a breach caused by a drug is in­
volved m ight be “safety” or “harmlessness,” terms which it can be 
predicted will be encountered in future cases.181

175 This has been true in cases involv­
ing- Chloromycetin, Aralen, Altafur, and 
M ER/29.

1711 See 1 Frum er § 19.03. As to breach 
of implied w arranty where the product 
is technically pure and merchantable, see 
text beginning at footnote 210.

177 See 1 Frum er § 19.03. See also 
generally, Jaeger, “W arranties of M er­
chantability and Fitness for U se : Recent 
Developments,” 16 Rutgers L. Rev. 493 
(19621.

178 See 1 Frum er § 19.03(4), at 518-20; 
Magee v. W yeth  Labs., Inc., 214 Cal.
App. 2d 361, 29 Cal. Rptr. 322 (1963)
(further discussed at footnote 243). Reli­
ance is pleaded in virtually every w ar­
ranty drug action, either on the part of 
the doctor or the part of the patient.

As to the additional requirement that 
there be a sale “by description,” see 1 
Frum er § 19.03.

179 See footnote 178. On the role of the 
doctor as agent, see footnote 168. F re ­
quently no reliance is required where a 
w arranty of merchantability is involved.

The argument that the drug cannot be 
deemed unfit where it has induced an 
allergic reaction is more applicable where 
the drug is pure than where it is impure. 
See Keeton, footnote 172, at 207-210; 
general discussion beginning in text at 
footnote 316.

180 See 1 H ursh § 3 :20 (citing cases 
from 28 jurisdictions).

181 T o  this w arran ty  of “safeness” 
would have to  be added a w a rran ty  of 
“efficacy,” considered below in section 
I I  (C ). Once this form  of liability is 
imposed, how ever, the plaintiff has 
problem s of proving “defective condi­
tion ” and “unreasonable danger,” as is 
discussed in tex t beginning at foo t­
note 310.
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d. Effect of disclaimers
As liability under implied and express w arranty increases, the 

issue of disclaimer of warranties can be expected to increase. I t is 
well-acknowledged today that a manufacturer can limit w arranty lia­
bility by the use of express disclaimer clauses.182 W hile there is little 
problem in recognizing a disclaimer when it is w ritten 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 w arranty liability.184 Examples of such 
ambiguous language m ight 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

ported, is conceivable and hence periodic eye tests should 
be 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 language as the basis of a disclaimer in the 
case of other types of products.185 Following this lead, the Cutter case

182 1 F rum er § 16.04[2] [ e ] ; 2 H a rp e r 
& James § 28.25; 1 H ursh § 3 :7 ; Charles 
Lomori & Son v. Globe Labs., 35 Cal. 
App. 2d 248, 95 P. 2d 173 (1939) (ex ­
press warranty action for defective ani­
m al m edicine effectively disclaim ed by 
sta tem en t on label). See generally  
Com m ent, “ D isclaim ers of W arra n ty  
in Consum er Sales,” 77 Harv. L. Rev. 
318 (1963).

183 If such a d irect disclaim er were
encountered, the type of fron tal a t­
tack  m ade in Henning sen v. Bloomfield
Motors, Inc., 32 N. J. 358, 161 A. 2d 
69 (1960), m igh t be expected from  a 
plaintiff. T he a ttack  there was a di­
rect public policy argum ent based upon 
inequality of bargain ing power. W hile 
this p a rt of the Henning sen approach 
would lend itself readily to ethical drug 
litigation, additional justifications of
PAGE 3 8 2

th a t decision do not, including the of­
fensive type of rem edy offered the 
new  car buyer (replacem ent of parts) 
w hich presum ably  would n o t be in­
volved in d rug  sales.

T he th ree m anufactu rers of Sabin 
polio vaccine use an express disclaimer 
in the ir labeling today. W h e th e r this 
m arks a new trend  or is a special s itu ­
ation, only tim e can tell.

184 See 1 F ru m er §16 :04(2), a t 423; 
2 F ru m er § 33.02, a t 245.

185 See, for example, Grey v. Hayes- 
Sammons Chem. Co., 310 F . 2d 291 (5th 
Cir. 1962); Burr v. Sherwin Williams 
Co., 42 Cal. 2d 682, 268 P. 2d 1041 (1954) ; 
Diamond A lkali Co. v. Godzvin, 100 Ga. 
App. 799, 112 S. E. 2d 365, aff’d w ith­
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 statem ents contained in the 
m anufacturer’s directions that the vaccine was “prepared in accord­
ance with the requirements of the National Institu tes of Health of 
the United States Public Health Service” or that “local and other 
untoward reactions have been minimal using this material.”188 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 
statem ent that the virus was inactivated.187 As a separate point, the 
court also refused to find that an express w arranty in the directions 
had prevented the other warranties from being implied as a m atter 
of law since there was no inconsistency between the two.188 Three 
points regarding m anufacturers’ 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 la tte r;190 and,
(3) specific intent is required to dispel implied w arran ties; it is not 
enough to point after the fact to ambiguous or vague statem ents.191 
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.192
(Footnote 185 continued.)
40 (1959); Jarnot v. Ford M otor Co., 
191 Pa. Super. 422, 156 A. 2d 568
(1959). B ut see Taylor v. Jacobson, 336 
M ass. 709, 147 N. E . 2d 770 (1958) 
(apparen tly  holding th a t directions for 
use constitu te  a disclaim er).

186 1 82 Cal. App. 2d a t 610, 6 Cal. 
R p tr. a t 325.

187 See footno te 186. C u tte r L abo ra­
tories did, how ever, m ake a clear dis­
claim er as to efficacy, and the court so 
found.

188 See footno te 186.
189 Accord, M cLaughlin v. Mine Safety  

Appliances Co., 11 N. Y. 2d 62, 226 
N. Y. S. 2d 407, 181 N. E. 2d 430
(1962) (heating  unit said to be “en­
tirely  self-contained” and yet it w as 
dangerous w ithout an additional w rap ­
p ing). F o r  a fu rth e r discussion on 
false assurances see tex t at footno te 
272.

190 As the court poin ts out, express 
w arran ties  are  a device intended to 
p ro tec t the  buyer and not to lim it the

seller’s liability. 182 Cal. App. 2d at 
610, 6 Cal. Rptr. a t 325. See also Davies 
v. M otor Radio Co., 236 S. W . 2d 409 
(Mo. App. 1951).

191 Note the interesting views of Bosh- 
koff, “ Som e T h ou g h ts  A bout Physical 
H arm , D isclaim ers and W arran ties ,” 
4 B. C. Indust. & Com. L. Rev. 285
(1963), w ho feels th a t m anufactu rers 
of p roducts such as drugs in which 
at the  tim e of sale there is no know l­
edge of any harm ful aspects m ay p ro ­
tec t them selves by use of a disclaim er 
w hich accurately  states th a t any th ing  
can happen w ith  the drug  because it 
is a new product, id. at 303. I t  is hard  
to  see how such a “w arn ing” could act 
as an effective disclaim er to  w arran ty  
liability. T he au tho r notes, however, 
th a t if the action w ere based upon 
stric t liability, such as in the new 
Restatement provision, at footnote 303, a 
disclaim er would no t be effective.

102 See H E W  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 it has not been as commonly used as w arranty or negligence 
theories.193 Nevertheless, a good 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.194 is representative. 
Plaintiff’s decedent, who died from reactions to defendant’s drug, 
type unstated, alleged that fraudulent statem ents were made by the 
manufacturer to the prescribing doctor. The court held tha t the 
elements of fraud were established as a m atter of law where it was 
a foreseeable consequence of the m anufacturer’s representations, made 
for its own economic benefit, tha t injury would occur.195 The court 
also determined that the physician who was deceived was the agent 
for the deceased, making the defendant’s fraud one upon the patient.196 
W hile 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 m anufacturer 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 there are indications that it will cover and may indeed 
be especially appropriate in ethical drug actions. Of interest here is 
the concurring opinion by the late Judge H erbert Goodrich in Pritch­
ard v. Liggett & Myers Corp,198 Although the majority did no: use the 
term “negligent m isrepresentation” and did not appear to rely on the 
concept in this cigarette-cancer case, Judge Goodrich felt that negli­
gent misrepresentation could have been made out for the sale of a

193 See generally  on these actions 1 
F ru m er §17:01, a t 443; 1 H u rsh  §4.

104 1 98 Misc. 540, 99 N. Y. S. 2d 588 
(Sup. Ct. 1950).

195 See also H ruska v. Parke, Davis &
Co., 6 F. 2d 536 (8th Cir. 1925) ; W en-
nerhohn v. Stanford Vniv. School of 
Medicine, 20 Cal. 2d 713, 128 P. 2d 522
(1942) (blindness was alleged as a con­
sequence of taking dinitrophenol manu­
factured by defendant w ho had pub­
licized the  product w idely as being
PAGE 3 8 4

harm less; the user alleged th a t the 
m anufactu rer knew  it was r.ot h a rm ­
less but th a t he relied on its prom ises; 
the court found sufficient evidence to 
m ake ou t in ten t to  deceive) ; accord, 
Hoar v. Rasmusen, 229 W is. 509, 282 
N . W . 652 (1938) (d ru gg ist).

196 1 98 Mise, at 542, 99 N. Y. S. 2d 
a t 590.

197 See generally  1 H u rsh  § 4:6 to  :7.
198 2 9 5 F. 2d 292, 301 (3d Cir. 1961) 

(concurring opinion).
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product w ithout knowledge of its harmful propensities but about 
which statem ents of safety were made.199 It was this reckless making 
of an uninvestigated statem ent that would be actionable. This wrong 
was neither breach of w arranty nor failure to warn or to test (theories 
used by the m ajority in Pritchard) , but rather a third distinct cause 
somewhat related to both, as Judge Goodrich explained.

An early products liability drug case, Willson v. Faxon, Williams 
& Faxon,200 is in point. There a druggist sold a laxative about which 
he knew little, but he nevertheless held himself out as the manufac­
turer. In its ignorance the drug company marked on the label that 
the contents were “purely vegetable,” while in fact they were not. 
Liability was predicated upon a sale of a drug without taking steps 
to ascertain its true nature.201 Negligent misrepresentation has also 
been alleged in certain recent drug cases involving reactions from 
pure d ru g s ; and it is in this area, considered below, that this theory 
may be of greatest potential significance. The negligent misrepre­
sentation action provides an im portant remedy to the drug user whose 
doctor was influenced to prescribe by recklessly-made statem ents of 
safety.

B. Pure Drug— Inherent Side Effects

A number of ethical drug cases have involved harm from drugs 
which were pure in the sense that they contained no contaminants 
which the m anufacturer did not intend to be present.202 Four basic 
issues are raised in this section: (1) the drug house’s duty to w arn:
(2) the elements of an adequate warning ; (3) the drug house’s duty 
to know the nature and effects of its product; and (4) the manufac­
tu rer’s duty 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.

190 Judge Goodrich, citing  Restate­
ment, Torts  §310 (1934), s ta ted : “A nd 
w hen a person m akes to  ano ther a 
s ta tem en t of fact w hich he does no t 
know  to  be true, in tending  th a t the 
o ther shall act in reliance on the tru th  
of th a t statem ent, he is liable for 
negligen t m isrepresen ta tion .” Pritchard 
v. L iggett & M yers Tobacco Co., at foot­
note 198, pages 301-02.

200 208 N. Y. 108, 101 N. E. 799 
(1913). A lthough  the  defendant w as 
a druggist, he w as held to the  s tan ­

dard of a manufacturer because he held 
him self out to be one.

201 Cf. Valmas Drug Co. v. Smoots, 
269 Fed. 356 (6th Cir. 1920).

202 See, for example, Valmas Drug Co. 
v. Smoots, 269 Fed. 356 (6th Cir. 1920) ; 
Kramer v. Lakeside Labs., 200 F . Supp. 
530 (E . D. Pa. 1962); Stattlemire v. 
Cawood, 213 F. Supp. 897 (D . D . C. 
1963) (fu rth er discussed at footnote 
224). See also the o the r cases cited 
w ith in th is subsection.
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1. Full Warning of Side Effects to Medical Profession
T hat group of cases where the manufacturer has discovered an 

adverse effect of his drug and has fully warned the profession of the 
danger presents the m ost common context in which actionable harm 
may arise. I t  is at once, however, the most difficult situation in which 
to find liability. The m anufacturer has, after all, satisfied his duty 
to warn. Nevertheless, there are certain arguments which a litigant 
could make, especially in a w arranty action, which m ust be considered. 
The patient’s knowledge and consent and the intervening fault of the 
doctor are also relevant factors to be evaluated.203

a. Negligence action
In order to assess negligence in the case of adequate warning, it 

seems necessary to find that notw ithstanding having given adequate 
warning, a drug m anufacturer can still be liable because it was negli­
gent to distribute the product at all due to the unreasonable risk of 
harm, regardless of warning.204 W hile it is true tha t the design lia­
bility cases have sometimes predicated liability upon the creation of 
such an unreasonable risk w ithout regard to warning,205 it m ust be 
granted that the cases which have considered the effect of warning 
upon design liability generally hold that warning fully satisfies the 
producer’s duties.206

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 m anufacturer should be 
liable for marketing the ill-designed product.207 I t  is unlikely that

203 As to  the possibilities of a deceit 
or m isrepresen ta tion  action, see tex t 
beginning a t footnote 193; on the factor 
of the allergic plaintiff see tex t be­
ginn ing a t footno te 316.

204 I t  is possible, of course, tha t a 
plaintiff m ay be able to prevail in a 
pure drug  case on negligence by find­
ing som e basis for fault o ther than 
failure to  w arn , such as failure to 
com ply w ith  s ta tu te  o r regulations.

205 See cita tions in footno te 131.
200 For example, Foster v. Ford M otor 

Co., 139 W ash . 341, 246 Pac. 945 
(1926); Comstock v. General M otors 
Corp,, 358 Mich. 163, 99 N. W . 2d 627
(1959) ; Lovejoy v. Minneapolis-Moline

Power Implement Co., 248 Minn. 319, 
79 N. W . 2d 688 (1956).

207 See the  in te resting  case of Gold­
smith v. M artin Marietta Corp., 211 F . 
Supp. 91 (D . Md. 1962), involving a 
sw itch on an aircraft pa rt w hich had 
no safety guard  and w hich created a 
hazard th a t the defendant claim ed was 
obvious and th a t the court found the 
plaintiff could have seen. T he court 
stated, how ever, by  w ay of dictum , 
th a t the defendant could be found to 
have created an unreasonable risk even 
though  it w as know n and obvious, and 
a danger fully appreciated by the plain­
tiff.
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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 m anufacturer’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 adequate warning is Carmen v. Eli Lilly 
& Co.,20S which involved a wrongful death action based on fatal paral­
ysis contracted from Lilly’s rabies vaccine. Lilly had warned in its 
literature of the risk of paralysis, albeit remote, citing forty cases of 
paralysis and two death in 100,000 instances of use. The doctor was 
aware of the risk and had so informed the patient. On appeal, judg­
ment entered on a verdict for the defendant was affirmed because of 
the lack of proof of m anufacturer’s fault.208 209 An opposite result on 
these facts would not comport with common sense.

b. W arranty  action
At first glance it would seem no easier to maintain a successful 

breach of implied w arranty suit than a negligence action where a pure, 
commercially perfect product causes harm of which the manufacturer 
expressly warned. Indeed, two additional hurdles must first be cleared. 
W hether there can be a breach of w arranty when the product is 
“commercially salable” is a m atter of dispute today, full warning not­
withstanding.210 The recent Third Circuit cigarette-cancer case, Pritchard

208 1 09 Ind. App. 76, 32 N. E. 2d 729 
(1941).

209 The court in Carmen also stated 
that the decedent had assumed the risk of 
in jury  because he had been fully in­
form ed. O th er pure ethical drug  cases 
b ro u g h t on a theo ry  of duty  to w arn  
include Kramer v. Lakeside Labs., 200 
F. Supp. 530 (E . D. Pa. 1962); Hallo- 
ran v. Parke, Davis & Co., 245 App. 
Div. 727, 280 N. Y. S. 2d 58 (1935)
(successful action for explosion of a 
drug  based upon failure to w arn  of 
d anger). See also cases cited at foo t­
note 266. L ead ing  proprie ta ry  drug  
cases are Valmas Drug Co. v. Smoots, 
269 Fed. 356 (6th Cir. 1920) ( “Bon- 
O p to ” eyew ash; liab ility ); M artin v. 
Bengue, Inc., 25 N. J. 359, 136 A. 2d 
626 (1957) (“B en-G ay” o in tm ent; li-

ab ility). See generally, A nnot., 79 
A. L. R. 2d 301, 315-21 (1961).

210 See excellent discussion in 1 F ru - 
m er § 19.03[2][a] (Supp. 1962). See 
also Boshkoff, cited at footno te 191, 
a t page 286. In  addition to the Pritch­
ard case discussed in the tex t, see also 
Magee v. W yeth Labs., Inc., 214 Cal. 
App. 2d 340, 29 Cal. Rptr. 322 (1963) ; 
Ttvombley v. Fidler Brush Co., 221 Md. 
476, 158 A. 2d 110 (1960) ; Zampino v. 
Colgate-Palmolive Co., 10 Mise. 2d 686, 
173 N. Y. S. 2d 117 (Sup. Ct. 1958), 
rezfd, 8 App. Div. 2d 304, 187 N. Y. S. 
2d 25 (1959), aff’d, 8 N. Y. 2d 1069, 
207 N. Y. S. 2d 284, 170 N. E . 2d 415 
(1959). Contra, Simmons v. Rhodes & 
Jamieson, Ltd., 46 Cal. 2d 190, 293 P. 
2d 36 (1956).
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v. Liggett & Myers Tobacco Co.,211 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 cigarettes, 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 to the practices of the trade, the jury 
could still find a breach of w arranty since practices would not be 
conclusive as to w hat was proper. From these comments and those 
in the concurring opinion,212 213 it has been taken that Pritchard stands 
for the proposition that a salable cigarette may still breach implied 
w arranty when it causes personal injury due to inherent side effects. 
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 w arranty of whole­
someness or safety.

The second hurdle for a plaintiff is to convince the court that 
warning is no defense in an implied w arranty 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 m ight 
arise from the promise of warranties implied by law.214 Rationaliza­
tions which m ight be employed are (1) that the warning operates as 
a type of disclaimer or an express w arranty 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 w arranty

211 295 F . 2d 292 (3d Cir. 1961).
212 Judge G oodrich refused to  follow 

the court in finding a  breach of an 
implied w a rran ty  since he found no 
claim m ade by the plaintiff th a t the 
cigarettes w ere no t of com m ercially 
satisfactory  tobacco. N evertheless he 
concurred  because he believed th a t li­
ability could be predicated on negli­
gent m isrepresen ta tion  and breach of 
express w arran ty . 295 F. 2d a t 301-02.

213 Magee v. W yeth Labs., Inc., 214
Cal. App. 2d 340, 29 Cal. R p tr. 322
(1963). T he court em phatically  held 
that adequate warning of dangers given 
to  expected users absolved the m an u­
factu re r from  liability fo r breach of 
w arran ty . See footno te 224. B ut the 
court also appears to  justify  the same
PAGE 3 8 8

conclusion of lack of breach of w ar­
ran ty  upon the ground th a t there was 
no duty  or w arran ty  in the first place 
since the plaintiff’s decedent w as an 
abnorm al person w ho suffered an a l­
lergic reaction. See also footno te 243.

214 See, for example, Taylor v. Jacob­
son, 336 M ass. 709, 147 N. E. 2d 770 
(1958); see also Havion v. Digliani, 148 
Conn. 710, 174 A. 2d 294 (1961).

316 The Taylor case, cited at footnote 
214, is a clear exam ple of m aking a 
disclaim er out of w hat was originally 
intended to  be a w arning. O n the 
value of disclaim ers and their ability 
to w eather judicial a ttack  in products 
liability cases, see tex t beginning at 
footno te 182. Also, note views of 
Boshkoff, cited at footno te 191.
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liability.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 m atter of law. In the usual drug 
case, the danger is statistically remote. Liability would be in keeping 
with the social policy underlying the creation of a w arranty—that is, 
the promise of the supplier to stand behind his goods if they prove 
to be unfit.217 If the argum ent were to be accepted that adequacy of 
warning is a negligence theory concept having no role in w arranty 
actions, then even though a full warning would negate negligence 
on the part of the manufacturer, w arranty liability would still be 
open. A t such a point it m ight be more accurate to speak in terms of 
strict or absolute liability.218

Factor: duty to warn patient. Could an argum ent be made, on be­
half of the patient who otherwise cannot prevail, that the manufac­
turer has a duty to warn the patient directly of side effects? T hat is, 
can there be negligent failure to warn when the patient is not informed 
of the risks he is running in taking the drug? In the usual situation 
in which an ethical drug is prescribed, the patient does not receive 
from his doctor any warning of side effects or information on contra­
indications which the manufacturer has made ; often indeed the patient 
does not even know w hat drug is being prescribed.219 Nor is the 
patient likely to obtain information about the side effects of drugs 
from sources other than statem ents from his treating physician.220

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

210 In  posing th is defense it m ust be 
show n th a t the  tru e  risk  was ap p re ­
ciated and had been brough t hom e to 
the consum er by the doctor or the 
m anufactu rer. See footnote 230.

217 See 2 Frutner §33.01 [2], at 124-25.
218 As to  policy issues involved in 

creating  any so rt of stric t liability here, 
see general discussion in P a r t  IV .

210 O n the  m edical practice in w arn ­
ing of side effects, see discussion be­
g inn ing  in tex t a t footno te 119. T here  
is, to be sure, a  contem porary  duty 
upon the doctor to  inform  the patien t 
of w hat trea tm en t he is perform ing, 
including w h at m edicine he is adm in­
istering, and to  obtain his inform ed 
consent there to . See Hirsch, “Informed 
Consent to Treatm ent,” 176 / .  A . M. A . 
436 (1961) ; Lambert, “Comment on Re-

cent Im portant Personal Injury (T o rt)  
C ases,” 26-27 N A C C A  L. J. 137-142 
(1961); 75 Harv. L. Rev. 1445 (1962). 
T he problem  of lack of inform ation 
nonetheless exists, how ever, because 
th is rule is honored in the breach, both 
out of carelessness and ou t of con­
sidered m edical judg m ent th a t a pa­
tien t can make no good use of infor­
m ation on possible adverse effects of 
drugs.

220 T he com m on practice is for the 
drugg ist to  repack the m edicine in his 
own bottle or to cover over the ex ist­
ing label w ith his own or to rip off 
th a t pa rt of the label w hich contains 
the w arn ing  along perforated  lines 
handily  provided by the m anufacturer. 
See footno te 118 (20 F ood D rug Cos­
metic L aw J ournal 352).
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dangerous aspects.221 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 negligent.222 An im portant 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 transm it relevant w arn­
ings to the user.223 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 warn the public. In Stottlemire v. Cawood,224 
involving death from aplastic anemia attributed to Chloromycetin, the 
representatives of the deceased child, while all but conceding that an 
adequate warning had been given to the prescribing doctor, alleged 
that the m anufacturer 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

221 See 1 F ru m er § 8 ; 2 H a rp e r & 
Jam es § 22.14, 1255-57; 1 H ursh §2:28.

222 See, for exam ple, A lexan der v. 
N a sh -K elv in a to r Corp., 261 F. 2d 187
(2d Cir. 1958) (dealer failed to  inspect 
au to m o b ile ); U nited  S ta tes  v. Lobb, 192 
F . Supp. 461 (D . Ky. 1961) (m anu­
factu rer told dealer of defect in design 
of brake system  bu t dealer sold car 
w ithout passing  on inform ation to 
b u y e r ) ; Schilling v . R o u x  D istrib . Co., 
240 M inn. 71, 59 N. W . 2d 907 (1953) 
(m anufacturer liable for harm  from  
hair dye even though  beautician failed 
to m ake required patch t e s t ) ; Gwyn  
v. L ucky C ity  M otors, Inc., 252 N. C. 
123, 113 S. E. 2d 302 (1960) (dealer dis­
covered brakes of truck  w ere defec­
tive but sold it anyw ay).

T he reasoning in cases of this type 
often is tha t it is foreseeable to  the 
m aker th a t the  in term ediary  will fail 
to  discover and correct a defect o r to 
pass on a w arn ing  as to  its nature.

223 See, for example, H o lm es v . A sh ­
ford , [1950] 2 All E. R. 76 (C. A .) ; 
K app  v . E . I. D u  P on t de N em ou rs &  
Co., 57 F. Supp. 32 (D . Mich. 1944); 
W illey  v. F ryogas Co., 363 Mo. 406, 251
S. W . 2d 635 (1952); S to u t v. M adden, 
208 O re. 294, 300 P. 2d 461 (1956). 
See 1 F rum er § 11.04; see also 1 H ursh 
§2:34.

224 213 F. Supp. 897 (D . D. C. 1963). 
P lain tiff also sued the prescrib ing doc­
to r but lost since there was no evi­
dence of lack of skill and because the 
incidence of reaction was so rare  (one 
in 800,000). T he view in S to ttlem ire  
has subsequently been followed in M agee  
v . W ye th  L abs., Inc., 214 Cal. App. 2d 
340, 29 Cal. R ptr. 322 (1963), w here 
the court held th a t there w as no obli­
gation to w arn  the patient and th a t 
reasonable w arn ing  to  the doctor suf­
ficed. The court relied upon the H olm es  
case, cited a t footno te 223, fo r th e  
proposition th a t there is only a du ty  
to w arn  im m ediate vendees.
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the general public.”225 In Marcus v. Specific Pharmaceuticals, Inc.,226 
the New York Supreme Court referred to a “duty to apprise the pur­
chasing public of the safe means of use” of the drug, but this was 
said apparently in regard to a set of facts in which there was no 
allegation tha t a prescription drug was involved. In a prior opinion 
involving an allegation of a prescription drug, however, the court 
seemed to indicate that there was no duty to warn the public so long 
as the m anufacturer had given adequate warning to the medical pro­
fession.227

Argum ents which can be advanced in support of the view that 
there is no duty to warn the ultim ate 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 judgment, unaffected by the m anufacturer’s control, on the 
part of the doctor. (2) W ere the patient to be given the complete 
and highly technical information on the adverse possibility associated 
with the use of the drug, he would have no way to evaluate it, and 
in his limited understanding he m ight actually object to the use of 
the drug, thereby jeopardizing his life.228 (3) I t  would be virtually 
impossible for a m anufacturer to comply with the duty of direct 
warning, as there is no sure way to reach the patient.229 I t  should 
also be noted that whether or not the patient received a warning 
intentionally communicated to him by a manufacturer, if the patient

225 A directed verdict was entered 
for Parke-Davis. The court stated that 
had the drug  been of the over-the- 
counter type the resu lt would have 
differed. F o r the proposition cited in 
the tex t the court cited Parker v. State, 
201 Misc. 416, 105 N. Y. S. 2d 735 (Ct. 
Cl. 1951), aff’d, 280 App. Div. 157, 112 
N. Y. S. 2d 695 (1952), discussed at 
footno te 143. T h a t case holds, how ­
ever, th a t w here the dangers of a drug  
are w ell-know n in the m edical p ro ­
fession there is no reason to place 
w arn ings on labels, w hereas for over- 
the-counter d rugs there m igh t be such 
a duty.

226 82 N. Y. S. 2d 194 (Sup. Ct. 1948).
227 Marcus v. Specific Pharmaceuticals, 

Inc., 191 Misc. 285, 77 N. Y. S. 2d 508
(Sup. Ct. 1948). T he  court appeared
to regard  the doctor w ho adm inistered 
the overdosage as the only p roper de­
fendant in the case. See also Weschier

v. H offm an-La Roche, Inc., 198 Misc. 
540, 99 N. Y. S. 2d 588 (1950) (death  
action for use of d rug).

228 R epresenta tive of the rather tech­
nical nature of the w arn ings given to ­
day by d rug  m anufactu rers is th a t fo r 
C hlorom ycetin, set out in tex t a t foo t­
note 99. In  addition, there is doubt 
w hether m erely giving such w arn ing  
would satisfy the duty  of adequate 
w arning, since it has been said in the 
products cases th a t an overly tech­
nical w arn ing  is none a t all. See Ha- 
berly v. Reardon Co., 319 S. W . 2d 859 
(M o. 1958) (label sta ted  p roduct con­
tained “calcium  oxide;” user not taken 
to know  this m eant th a t there w ere 
dangers p resen t to  eyesight).

229 C ertain ly  advertisem ent could not 
be counted on. See also footno te 220 
on the d rugg ists’ practice of relabeling 
bottles.
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in fact knew of the hazards involved and took a calculated risk, his 
action would more than likely be interpreted as an assumption of 
risk.230

Factor: intervening fault of doctor. Malpractice of the prescribing 
doctor has the potential effect of eliminating the m anufacturer’s lia­
bility if the malpractice is construed to be a legally superseding act.231 
The mere act of prescribing or of exercising some independent control, 
however, is not generally regarded as superseding.232 Nor could it 
be convincingly argued by the manufacturer that the doctor is the 
patient’s agent for acts of malpractice.233 Furtherm ore, if the doctor 
errs because 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 b e :

230 O n assum ption of risk as a de­
fense in products cases and recogniz­
ing the prevailing rule to  be th a t one 
m ust appreciate the na tu re  and ex tent 
of the risk  before his claim  is de­
feated, see 1 F rum er § 14; P rosser, 
Torts § SS (2d ed. 1955). An exam ple 
is furnished by the p roprie ta ry  drug  
case of Valmas Drug Co. v. Smoots, 269 
Fed. 356 (6th Cir. 1920), w here the 
user read on the label of the product, 
B on-O pto , th a t it contained zinc sul­
fate but did no t know  of the danger­
ous propensities of the chemical. T he 
court held th a t there was no assum p­
tion of risk  as a m a tte r of law  and 
th a t certain  accom panying assurances 
of safety undid any w arn ing  effect 
w hich the listing  of contents m ight 
have.

231 G enerally on m alpractice in the 
use of drugs, see Louisell & W illiam s, 
Trial of Medical Malpractice Cases 
§ 2.12 (1960) (m any cases are gathered 
in the appendix, 631-32); S tetler & 
M oritz, Doctor and Patient and the Lazv 
86-91 (4th ed. 1962) ; Lindberg & New­
comer, “Adverse D rug  R eactions,” 1 
Trauma, Oct. 1959, p. 3.

232 A close area of analogy in p rod­
ucts cases, the in tervening fau lt of
PAGE 3 9 2

dealers or o ther interm ediaries, is con­
sidered in tex t follow ing footno te 221. 
In  Gielski v. State, 3 Misc. 2d 578, 155 
N. Y. S. 2d 863 (Ct. Cl. 1956), the 
court held th a t the fact th a t the drug 
was intended only for prescription would 
not insulate the m anufactu re r and dis­
tribu to r from  liability to  the patien t as 
a m a tte r of law. See also Parker v. 
State. 201 Misc. 416, 105 N. Y. S. 2d 
735 (Ct. Cl. 1951), aff’d, 280 App. Div. 
157. 112 N. Y. S. 2d 695 (1952).

233 Moelilenbrock v. Parke, Davis & 
Co., 141 M inn. 154, 169 N. W . 541 
(1918), expressly rejected such a con­
tention by the defendant manufacturer. 
D octors are not agents or servants of 
patients for the purposes of imputation 
of fault, nor is an operation to be re ­
garded as a jo in t enterprise. Id, a t 17,
169 N. W . at 544.

234 See A bbott Labs. v. Lapp, 78 F. 2d
170 (7th Cir. 1935), w here the doctor 
erred  in applying a contaminated prod­
uct m anufactured  by defendant, the 
condition of w hich he should have 
noted. T h e court held, how ever, th a t 
the m anufactu rer was nonetheless li­
able because it had a duty  to w arn  the 
doctor against the use of the p roduct 
even w hen spoiled. Id. at 176.
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(a) Prescription of a large overdosage of the drug or otherwise 
not following the m anufacturer’s directions ;23B

(b) T reating a patient with an obviously adulterated or spoiled 
drug, especially where its deleterious condition was due to 
the doctor’s acts ;236

(c) Prescribing a drug w ithout first following the m anufacturer’s 
instructions on testing for allergic reactions or taking a his­
tory of such reactions ;237

(d) Use of a drug experimentally for a condition not indicated 
in the m anufacturer’s literature ;238 and

(e) Perhaps, prescription of the wrong drug.289
235 As it is a com m on practice for a 

doctor to deviate som ew hat from  the 
m anufactu re r’s directions by the ap­
plication of his own discretion, it 
would have to be a ra the r wide devia­
tion to  constitu te in terven ing  behavior. 
A m ong m alpractice cases which have 
involved an overdosage or sim ilar e r­
ror, see Trueman v. United States, 180 
F. Supp. 172 (E . D. La. 1960) (dye 
concentration too h ig h ) ; Larrimore v. 
Homeopathic Hosp. A ss’n., 181 A. 2d 
573 (D el. 1962) (drug  o v e rd o se ); 
Julien v. Barker, 75 Idaho  413, 272 P. 
2d 718 (1954) (failure to  follow m anu­
facturer’s instructions) ; R izzo v. Steiner, 
36 Misc. 2d 701, 233 N. Y. S. 2d 647 
(Sup. Ct. 1962); Boger v. Ader, 222 
N. C. 758, 23 S. E. 2d 852 (1943) ; W ood 
v. Pommerening, 44 W ash. 2d 867, 271 
P. 2d 705 (1954) (b ism uth  and gold 
m ixtu re m isapplied). In  Ball v. M al- 
linkrodt Chem. W orks, 381 S. W . 2d 
563 (T enn . App. 1964), the m anufac­
tu re r of a co n trast dye w as exculpated 
when the doctor used 24 cc of the dye 
in a case w here the defendan t’s litera­
tu re  referred  to 15 cc.

236 See Henderson v. National Drug 
Co., 343 Pa. 601, 23 A. 2d 743 (1942), 
discussed in the text. B ut see A bbott, 
a t footno te 234. A n exam ple am ong 
the m alpractice cases is Volk v. City 
of N ew  York, 284 N. Y. 279, 30 N. E. 
2d 596 (1940) (nurse adm inistered  de­
com posed d rug  w hich another nurse 
had negligently  failed to  rem ove from  
drug  shelf).

237 This has been pleaded in the peni­
cillin cases. As exam ples from  the 
m alpractice area see Horace v. W ey- 
rauch, 159 Cal. App. 2d 833, 324 P. 2d 
666 (1959) (failure to test for sensitivity 
to  iodine dye, N eo-iopax); Sanzari v. 
Rosenfeld, 34 N. J. 128, 167 A. 2d 625 
(1961) (death  from  reaction to epine­
phrine; failure of dentist to take a h is­
to ry ) ;  Yorston v. Pennell, 397 Pa. 28, 
153 A. 2d 255 (1959) (decedent’s sensi­
tivity  conveyed to  in tern  who did no t 
relay  it to  defendant su rg e o n ); Sw ar- 
itout v. Holt, 272 S. W . 2d 756 (Tex. 
Civ. App. 1954).

238 O n the issue of “experim en tation” 
see footno te 347. See also Young v. 
Parke, Dazns & Co., 49 Pa. Super. 29 
(1912) (m anufacturer of ve terinary  
m edicine no t liable for in jury  to p lain­
tiff’s horses w here doctor m ade experi­
m ental use of d rug).

232 A m ong m alpractice cases, see 
Rotan v. Greenbaum, 273 F. 2d 830 (D.
C. Cir. 1959); Marchese v. Monaco, 52 
N. J. Super. 474, 145 A. 2d 809 (App. 
Div. 1958), certification denied, 28 N. J. 
565, 147 A. 2d 609 (1959) (d ru g  too 
potent for minor disease being treated) ; 
Gifford v. Howell, 119 S. W . 2d 578 
(Tex. Civ. App. 1938) (arsenic and 
b ism uth  given for sy p h illis ); Domina 
v. Pratt, 111 Vt. 166, 13 A. 2d 198 (1940) 
(insulin for condition misdiagnosed as 
diabetes).

I t  could be argued th a t the m anu­
factu rer is liable even though  the doc­
to r has m ade a serious e rro r and even 

(Footnote continued on next page.)
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Henderson v. National Drug C o ./40 is illustrative even though an im­
pure drug 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 judgm ent for the 
defendant on the theory that the evidence was as convincing 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 treatm ent.241 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 is 
occurring or to check its progress by prescribing counter 
therapy.242 Here again it is unlikely that this sort of error 
would be considered as one superseding that of the manu­
facturer who, after all, caused the reaction. A t most, it would 
be a case of concurrent tortfeasors, although the court did 
not accept this reasoning in Magee v. Wyeth Laboratories, 
Inc.Z4S

(c) The doctor misapplies or misuses the drug in a manner 
which is foreseeable to an experienced manufacturer.244 I t

(Footnote 239 continued.) 
though the patien t w ould no t have 
been exposed to the drug but for his 
acts. If the drug  had been proper for 
the  patient, the d rug  m anufactu rer 
would be liable, a t least as long as the 
misdiagnosed condition did not make the 
user particularly susceptible to reaction.

240 3 43 Pa. 601, 23 A. 2d 743 (1942).
241 O n the duty to obtain an informed 

consent, see footno te 219.
242 See cases cited at footnote 237 

for this situation in the m alpractice 
area.

248 2 1 4 Cal. App. 2d 340, 29 Cal. 
R p tr. 322 (1963). P lain tiff’s decedent 
died follow ing use of a prescribed drug.
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T he doctor failed to follow m anufac­
tu re r’s w arn ing  to m ake tests to de­
tec t the fatal disease. P lain tiff sued 
the doctors (w ho settled) and the 
m anufactu rer in w arran ty . T h e court 
held, affirm ing judgm ent for the manu­
facturer, th a t the in tervening negli­
gence of the doctor was not foresee­
able as a m a tte r of law, especially as 
th is w as a p rescrip tion  sale.

244 T o  a certain degree the m anu­
factu rer can foresee som e experim en­
tation  w ith  new drugs, both  on dosage 
and frequency. See footno te 235. Love 
v. W olf,—Cal. App. 2d —, 38 Cal. Rptr. 
183 (1964), involved an action against 

(Footnote continued on next page.)
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has been held foreseeable, for exam ple, th a t a doctor m ay 
fo rget w h a t he read earlier,245 or th a t he will no t im m ediately 
notice a dosage change,248 or th a t he will rely  upon w h at he 
reads even th ou gh  m edical practice has modified w h at w as 
w ritten ,247 or th a t he will no t heed a w arn ing  w hen in his 
independent b u t erroneously  exercised ju dg m en t he has m ini­
m ized the risk  involved.248

(d) T he  doctor or hosp ital uses a contam inated  drug, which con­
tam ination  o rig inated  in orig inal m anufacture  and y e t m ig h t 
have been detected  by the  docto r.249

In  sum m ary , m edical m alpractice should be regarded  as te rm in a t­
ing  m anu fac tu rer liability  only w here the  acts or om issions of the 
docto r are unusual, gross, and unforeseeable. H ow  far the courts 
will go in holding th a t certa in  acts w ere foreseeable is unknow n, bu t 
certa in  decisions such as Abbott250 and Weschler251 point toward manu­
fac tu re r liability . T h ere  is little  to p reven t the  application of tra d i­
tional jo in t to rtfeaso r concepts in th is  area.

Factor: contributory fault of patient. I f  the m anufac tu rer is gen­
erally  liable for in ju ry  caused by its  drugs, w h a t acts or om issions 
of the  p a tien t w ould con stitu te  con trib u to ry  fau lt of a type sufficient 
to  defeat his cause of action?252 A n analysis of the  follow ing ex-
(Footnote 244 continued.) 
a doctor who prescribed Chloromycetin 
and against the m anufacturer, P arke- 
Davis. T he doctor used the drug  for 
a condition which the litera tu re  of the 
manufacturer did not refer to. In holding 
th a t plaintiff was due a new trial, the 
court said, re la ting  to the question of 
in terven ing  negligence: “ [I ]f the over­
prom otion can reasonably  be said to 
have induced the doctor to d isregard  
the w arn ings previously given, the 
w arn ing  given is thereby w ithdraw n 
or cancelled and . . . then  the pharm a­
ceutical com pany’s negligence rem ains 
as an inducing cause coinciding w ith 
the negligence of the  doctor to  p ro­
duce the resu lt.” Id. at —, 38 Cal. Rptr. 
at page 196.

245 Abbott Labs. v. Lapp, at footnote 
234; ct., W eschler v. H offm an-La Roche, 
Inc., 198 Misc. 540, 99 N. Y. S. 2d 588 
(Sup. Ct. 1950) (du ty  to  w arn  even if 
the doctor is an expert).

246 H ruska v. Parke, Davis & Co., 6 F. 
2d 436 (8th Cir. 1925) (m anufacturer

had changed the base for its cam phor 
solu tion).

247 But see footnote 335.
248 T his is the theory  behind some of 

the C hlorom ycetin actions discussed 
in footno te 3 in P a r t  I. I t  is claim ed 
th a t the m anufactu rer could have fore­
seen th a t a doctor w ould prescribe the 
d rug  for too m inor an infection but 
th a t it did no t w arn against th is in the 
clearest possible language.

249 T his apparen tly  was the situation 
in Moehlenbrock v. Parke, Davis & Co., 
141 M inn. 154, 169 N. W . 541 (1918).

250 Abbott Labs. v. Lapp, at footnote 
234.

221 W eschler v. H offm an-La Roche, 
Inc., 198 Misc. 540, 99 N. Y. S. 2d 588 
(Sup. Ct. 1950).

252 G enerally on co ntrib u tory  negli­
gence in the products liability field, 
see 1 F ru m er §13 ; 1 H u rsh  §2:121- 
: 123. R egard ing  co ntrib u tory  fault in 
d rugg ist cases, see A nnot., 79 A. L. R. 
2d 301, 329-30 (1961).
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am ples, show ing the various w ays in w hich con tribu to ry  negligence 
could be claim ed to arise, m ay help to  show  the scope of th is problem  
and the  law  th a t p robably  w ould be applied thereto.

(a) T ho ug h  the p a tien t has received clear directions from  the  
tre a tin g  doctor, he fails to  follow them , for exam ple, by taking 
an overdosage. H ere  th ere  w ould be a valid defense for the  
d rug  house, a t least if the  ac t of the  p a tien t w ere a cause-in­
fac t of his harm .253 T here  w ould probably  be no defense, 
how ever, w here the sam e harm  w ould have occurred had the 
pa tien t followed directions correctly  or w here the directions 
w ere in erro r and the pa tien t in reliance on his doctor fol­
lowed them .254

(b) T he pa tien t neglects to  report reactions w hich he is experi­
encing or fails to tell a doctor abou t a previous experience 
w ith  the sam e drug. If it could be expected th a t  an ordinary , 
p ru d en t laym an w ould m ake such a report, his failure to do 
so could con stitu te  con tribu to ry  negligence as to the  d rug  
m anufactu re ,255 as well as to the doctor in a m alpractice 
claim .256 [F o r footnote 256, see nex t page.]

253 M isuse of a p roduct is a standard  
defense in products cases, 1 F rum er 
§ 15. A w ell-acknow ledged exception 
exists, how ever, w here the m isuse is 
foreseeable. M om entary  forgetfulness 
can also be anticipated by the m anu­
factu rers, as in Tracy v. Finn Equip. 
Co.. 310 F. 2d 436 (6th Cir. 1962), and 
Bean v. Ross M fg. Co.. 344 S. W . 2d 
18, 25 (M o. 1961). B ut see Day v. Bar­
ber Cohnan Co.. 10 111. App. 2d 494, 135 
N. E. 2d 231 (1956).

As for the problem  of factual cause, 
it should be noted th a t m ere over­
dosage m ay no t in itself constitu te 
con tribu tory  fault, since even with 
proper dosage the sam e harm  m ight 
nevertheless have occured; th is is es­
pecially so w here the nature of the re ­
action is an allergic one, unrelated  to 
dosage, frequency or duration of use.

264 In accord with this view, see in­
volving druggists, Dunlap v. Oak Cliff 
Pharmacy Co.. 288 S. W . 236 (Tex. Civ. 
App. 1926). See also Gzvvnn v. Duffield, 
61 Iow a 64, 15 N. W . 594 (1883).

265 In  som e cases, for exam ple, the 
m anufactu rer has pleaded th a t the pa­
tien t failed to give his doctor a com ­
plete h istory  and record  of all allergic

reactions or to advise the doctor of 
reactions which w ere presen tly  occur­
ring, or th a t he failed to  revisit the 
doctor or to  stop tak ing  the drug. In  
m any situations the patient w ould not 
be under an obligation to  rep o rt be­
cause he did not realize th a t he was 
undergoing a reaction separate from  
th a t w hich m igh t be expected to  arise 
from  the condition for which he was 
being treated . Reliance on the know l­
edge and skill of the doctor is to be 
expected. See, for example, Bocck v. 
Kata Drug Co., 155 K an. 656, 127 P. 
2d 506 (1942).

An analogy for consumer fault might 
lie in p roducts liability law with cases 
in w hich one continues to drive a car 
after he know s the brakes are defec­
tive— behavior w hich has been held to 
constitute contributory negligence. Ben­
ton v. SIoss, 38 Cal. App. 2d 399, 240 P. 
2d 575 (1952) ; Razols v. Ziegler, 107 So. 
2d 601 (F la. 1958) ; Hembree v. South­
ard, 339 P. 2d 771 (O kla. 1959). Also 
analogous are cases involving users 
of hair products w ho have had prior 
reactions o r ignore presen t indications.

(Footnote continued on next page.)
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(c) T he p a tien t takes a d rug  w hich w as no t prescribed for him, 
or o therw ise self-adm inisters a d rug  th a t is no t p roper for 
him. H ere  courts w ould tend  to  find con tribu to ry  fau lt on 
the  p a r t of the  user, as indeed w as the  ho ld ing in th e  recen t 
case of Kasperowitz v. Shering Corp.257 T he fact th a t a d rug  
falls in to the hands of one for w hom  it w as no t prescribed, 
how ever, should no t co n stitu te  a defense of con tribu to ry  
negligence as a m atte r of law  w here the m ode of access w as 
foreseeable and no t illicit.258

In  sum m ary , it is likely th a t the general to r t ru les of products 
liability  cases will continue to be applied in d rug  negligence actions 
w hen the  defense of con trib u to ry  negligence is raised. N evertheless, 
as w as rem arked in Hruska v. Parke, Davis & Co.,259 the  parties are on 
g rossly  different footings and the p a tien t should be trea ted  defer­
en tia lly  by the  one w ith  superior know ledge of the propensities of 
the  p rod uct he sells. A s to the availab ility  of the  defense in a warranty 
action, the  law  is unse ttled .260 A series of recen t cases has held th a t 
the  defense is inapplicable on the grounds th a t con tribu to ry  neg li­
gence refers to  the  consum er’s behavior and no t to  the failure of a 
p roduct to live up to its  w arran ties. T he  breach occurs, if a t all, by 
v irtu e  of the m an u fac tu re r’s acts w ith o u t regard  to  the  subsequent
(Footnote 255 continued.)
See, for exam ple, A rata  v. Tonega'to, 
152 Cal. App. 2d 837, 314 P . 2d 130 
(1957).

236 O n co n trib u to ry  negligence in 
m alpractice cases, see L ouisell & W il­
liam s, cited a t footno te 231, §9.03; 
iKelly v. Carroll, 36 W ash. 2d 482, 219 
P. 2d 79 (1950).

237 70 N. J. Super. 397, 175 A. 2d 658 
(App. Div. 1961). P lain tiff purchased 
a dandruff cure, w hich w as to  be sold 
by prescrip tion  only, w ithout a p re­
scription. U pon developing contact 
derm atitis, plaintiff sued the m anufac­
tu re r for negligen t failure to  w arn , and 
for breach of express and implied w ar­
ranties. T he  co urt held th a t plaintiff 
w as contribu torily  negligen t in buying 
the d rug  w ithout a prescription . See 
D ickerson, “R ecent D evelopm ents in 
Food Products Liability,” 8 Prac. Law. 
April, 1962, pp. 17, 31. B ut even in 
th is case it is arguable th a t the m anu­
fac tu re r should be liable since ex­
actly  the  sam e harm  resulted as would 
have if the plaintiff had a prescription ,

a t least in the absence of evidence 
th a t a doctor would no t have p re ­
scribed this sham poo for the plaintiff 
because of his proneness to  contact 
derm atitis. See footno te 239.

238 See, for exam ple, involving o ther 
products, Maddox Coffee Co. v. Collins, 
46 Ga. 220, 167 S. E. 306 (Ct. App. 
1932) (plaintiff ate coffee with glass in 
it; while th is was not a norm al use of 
coffee, the m anufactu re r’s usual duty  
to guard  against im purities in coffee 
extended to  h im ); Harper v. Rem ing­
ton A rm s Co., 156 M isc. 53, 280 N. Y. 
Supp. 862 (Sup. Ct. 1935), aff’d, 248 
App. Div. 713, 290 N. Y. Supp. 130 
(1936) (testing -type  shells of high 
pow er cam e into possession of hun ter 
w ith  an ordinary  gun ). See also dis­
cussions in footnotes 239, 253.

238 H ruska v. Parke, Davis & Co., 6 
F. 2d 536 (8th Cir. 1925) (further dis­
cussed at footnote 195).

260 See generally 1 Frum er § 16.01 [3] ; 
1 H u rsh  § 3 :9 ; 15 U. Fla. L. Rev. 85 
(1962).
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acts of the  user.261 A m anufacturer, how ever, cannot be taken  to  
m ake a prom ise th a t his p rod uct is safe from  all possible types of 
m isuse. W h ere  m isuse or abuse of the product, ra th e r th an  m erely 
con tribu ting  fault, causes the  harm , there  arguab ly  should be no 
w arran ty  liability .262

2. Inadequate Warning of K n o w n  Side Effects 
T he d rug  m anufac tu rer is under the  sam e du ty  as any chatte l 

supplier to  give an adequate  w arn ing  abo u t dangerous characteristics 
or unsafe m eans of using  his p roduct.263 W hile few d rug  cases will 
involve the  to ta l absence of w arn ing  w here the  m anufac tu rer does 
have know ledge of side effects, it can be an ticipated  th a t litiga tion  
based on inadequate w arning , the  so-called “w atered -dow n” w arning , 
will no t be uncom m on. Som e varia tions of th e  allegation  of inade­
quate w arn ing  are considered in th e  follow ing p arag raph s.264

a. W arn in g  p u t in som e lite ra tu re  b u t no t everyw here 
I t  is no t uncom m on to see a d ru g  adv ertisem ent w hich has no 

w arn ing  in it except perhaps by the  im plication raised in a sm all-type 
reference to  “m ore detailed m ateria l on side effects available on re­
quest.”265 I t  is possible th a t a doctor m ay never see the  com prehen­
sive, F D A -requ ired  w arning , and m ay recall best w h a t has been m ost 
prom inently  b ro u g h t to his a tten tion— the colored ads w ith  th e ir 
assurances. If  it can be show n th a t the  docto r relied upon the  m ost 
liberal, w atered-dow n s ta tem en ts  available to  him , the  question raised 
is w hether a m anu fac tu rer sued for inadequate w arn ing  could defend 
on the g round  th a t he had com plied w ith  F D A  requirem ents as to 
placing the  closely-w orded, F D A -approved  w arn ing  in certain  s tip ­
u lated  places, such as in the  labeling accom panying the product. T he

261 Brown v. Chapman, 304 F. 2cl 149,
153 (9th Cir. 1962), in which it was held 
th a t co n tribu tory  fau lt of user serves 
m erely to  put the w a rran ty  to the te s t : 
“ One m ay well rely upon a  w arran ty  
as protection  against aggravation  of 
the consequences of one’s own care­
lessness.” See also W right v. Carter 
Prods., Inc., 244 F. 2d 53 (2d Cir. 1957) ; 
Jarno’t v. Ford M otor Co., 191 Pa. 
Super. 422. 156 A. 2d 568 (1959).

282 T his is the view taken by P ro s­
ser in “T he A ssau lt U pon the Citadel
(S tric t L iability  to  the C onsum er),” 69
Yale L . J. 1099 (1960)—that the real 
defense is th a t the plaintiff failed to
PAGE 3 9 8

discover an obvious defect or failed to 
guard against its know n presence. I t 
m ay be th a t a b e tte r term  for the de­
fense in w arran ty  is assumption of risk.

™ 1 F rum er § 8; 2 Frum er § 33.01 [3 ]; 
1 H ursh § 2 ; Annot., 76 A. L. R. 2d 
9 (1961).

264 D etailed discussion of factual 
cause has been om itted. I t  is assum ed 
th a t had the doctor been given an ade­
quate w arn ing  he probably w ould have 
altered  his course o r would have told 
the patient, w ho w ould have altered  
the course.

265 See discussion beginning a t foo t­
note 112.
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answ er is alm ost certa in ly  in the  negative, since it is incum bent upon 
the  m anufac tu rer to b rin g  the w arn ing  hom e to the doctor.266 T h is 
very  failu re to  include w arn ings of equal s tren g th  in all lite ra tu re  has, 
in  fact, been the basis of liability  asserted  in several of the  recen t 
C hlorom ycetin  cases.267

b. W arn in g  given b u t m inim ized and accom panied by 
false assurances of safe ty

W hile  reversing  ju dg m en t for plaintiff, the appellate  cou rt in 
Love v. Wolf,268 the  fam ous C hlorom ycetin  case, held th a t the plain tiff 
had m ade ou t a subm issible case of neg ligen t failure to w arn , based 
upon “w ate ring  dow n” and dilution. P la in tiff a t tria l had claim ed 
and had produced evidence th a t the  prescribed F D A  w arn ing s269 had 
been changed, if only by a few w ords, in order to  m inim ize the  effect 
of the  w arn ing  and thus, to  enhance sales.270 T here  can be no doubt, 
based upon preceden ts in o ther p roducts liab ility  areas and upon 
analysis of the  special problem s involved in d ru g  cases, th a t the 
m in im ization  of dangers can am ount to  inadequate  w arn ing .271 False

200 T h e effect of w arn ing given can 
be evaluated under the term s of the 
“accompaniment doctrine,” footnote 94, 
w hich judges the rep resen ta tions of 
the m anufactu rer on the basis of all 
m ateria l sent out by  the m anufactu rer 
and not ju s t the labeling on the box 
o r bottle. F u rth e r, it has been routine­
ly held th a t F D A  regulations establish 
an adm inistra tive m inim um  but do not 
necessarily  establish a proper standard  
of conduct for civil purposes. See 
foo tno te 297. I t  should also be noted 
th a t even if the failure of the doctor 
to  have read the detailed literatu re 
could be called an act of m alpractice, 
a t m ost, such fault would only be 
deem ed co ncurren t w ith  th a t of the 
m anufactu re r in issuing a w atered- 
down statem ent. See discussion in 
tex t at footno tes 244-48.

A num ber of to rt cases involving 
o th e r classes of products have held 
th a t to  be effective, a w arn ing  m ust 
appear in all m aterial w hich is likely 
to  come to the u ser’s eyes. See, for 
exam ple, M cLaughlin v. Mine Safety 
Appliance Co., 11 N. Y. 2d 62, 226 N. Y. 
S. 2d 407, 181 N. E. 2d 430 (1962) ; 
McClanahan v. California Spray-Chem. 
Corp., 194 Va. 842, 75 S. E. 2d 712

(19531. As is ably stated  by H u rsh , 
“T he view has been taken th a t when 
a m anufactu rer undertakes by prin ted  
instructions to advise of the proper 
m ethod of using his chattel, he a s ­
sum es the responsibilities of giving 
accurate and adequate information with 
respect thereto , and his failure in this 
respect m av constitu te  negligence.” 1 
H u rsh  § 1 :29, at 188.

207 See footnote 3 in Section I.
21,8 — Cal. App. 2d —, 38 Cal. Rptr. 

183 (1964). T h e court also rested  its 
new tria l order on negligence, based 
on over-prom oticn  by P arke-D av is; 
see footno te 244.

280 See Kefauver Report 194; 21 C. F. R. 
§ 146d.301 (c) (1962).

270 Counsel for plaintiff reported that 
specific instances involved the use of 
the w ord associated in the phrase th a t 
certain diseases had been associated with 
the drug, rather than using the direct 
word caused; Boccardo, in N A C C A  11th 
Annual W estern Regional Transcript 
127, a t pages 137-38 (1962).

271 See 1 Frum er § 8.05; Noel, “M anu­
facturer’s Negligence of Design or Direc­
tions for Use of a Product,” 71 Yale 
L. J. 816, 843 (1962) ; Spruill v. Boyle-

iFootnote continued on next page.)
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assurances have the  effect of undoing w hatever proper w arn ing  m ight 
have previously been given ;272 even am biguity  in a  w arn ing  m ay 
negate the effect of the w arn ing .273

c. S ta tem en ts m ade by detailm en d ilu tin g  proper w arn ing  
R eference has been m ade to  the practice of detailm en m aking

u n tru e  s ta tem en ts  about the efficacy and safe ty  of th e ir drugs, e ither 
because of the  m anu fac tu re r’s o rders or th e ir  ow n drive for sales.274 
Since these m en are ord inary  agen ts for the m anufacturers, such a 
dilu tion, regard less of m otive, should be considered as falling  w ith in  
the grounds for inadequacy of w arn ing  s ta ted  in the preceding para ­
graph , the  accuracy of lite ra tu re  actually  accom panying the product 
no tw ith stand in g .275

d. In s tru c tio n s  for use w hich do no t am ount to  a w arn ing
A m anufac tu rer w ho has no t o therw ise given full w arn ings in the 

typical form used by the  pharm aceu tical trade  m ig h t po in t to in s tru c ­
tions or d irections for use of the  p rod uct as sa tisfy ing  the du ty  to  
w arn. Cases involving o ther products, how ever, have im plied th a t 
m ere d irections do not am ount to w arn ings.276 And, as a corollary,
(Footnote 271 continued.)Midway. Inc., 308 F. 2d 79 (4th Cir.
1962) ; Saporito v. Pur ex Corp., 40 Cal. 
2d 608, 2SS P. 2d 7 (1953) ; Tampa Drug Co. v. Wait, 103 So. 2d 603 (F la. 1958).

T h is  was the basis for liability in Marcus v. Specific Pharmaceuticals, Inc., 
82 N. Y. S. 2d 194 (Sup. Ct. 1948). 
See also footno tes 226-27.

272 Haberly v. Reardon Corp., 319 S. 
W . 2d 859 (Mo. 1958) ; La Plant v. E.I. Du Pont de Nemours & Co., 346 
S. W . 2d 231 (M o. App. 1961); Alfieri v. Cabot Corp., 17 App. Div. 2d 455, 
235 N. Y. S. 2d 753 (1962), aff’d, 12 
N. Y. 2d 1098, 240 N. Y. S. 2d 163. 
190 N. E . 2d 535 (1963); Crist v. Art Metal Works, 230 App. Div. 114, 243 
N. Y. Supp. 496, aff’d, 255 N. Y. 624, 
175 N. E. 341 (1930); Rosenbusch v. Ambrosia Milk Corp., 181 App. Div. 97, 
168 N. Y. Supp. 505 (1917); Maize v. Atlantic Ref. Co., 352 Pa. 51, 41 A. 2d 
850 (1945).

273 For example, Schilling v. Roux Dis- trib. Co., 240 M inn. 71, 59 N. W . 2d 
907 (1935). See generally  1 H u rsh  
§2:40, a t 187.

274 See Kefanver Report 198. See also 
“Editorial,” 265 N. Eng. J. Med. 910 
(1961).

276 An exam ple involving a non-d rug  
product is Miller v. Neva Zealand Ins. Co., 98 So. 2d 544 (L a. App. 1957) 
(label of cleaner said no t to  use it in 
bath tubs but agent displaying it said 
it was proper for tubs; w arn ing  held 
nullified by co n tra ry  represen ta tions). 
See Ruud, “M anufacturers’ L iability  
for R epresen ta tions M ade by T h eir 
Sales E ngineers to  S ubpurchasers,” 8 U.C.L.A.L. Rev. 251, 280 (1961). In the 
detailm an situation  envisioned in the 
tex t the existence of agency can clear­
ly be m ade out. T h ere  probably would 
be no parol evidence problem since no 
written agreement is being altered by 
contemporaneous oral statements.

T he court in Love v. Wolf, see foo t­
note 268, specifically found evidence of 
directions to salesmen to dilute warnings.

270 Tampa Drug Co. v. Wait, 103 So. 
2d 603 (Fla. 1958) ; Hartman v. Nation­al Heater Co., 240 Minn. 264, 60 N. W. 
2d 804 (1953) ; Schilling v. Roux Dis- trib. Co., 240 Minn. 71, 59 N. W . 2d 907 (Footnote continued on next page.)
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w hen the m anufacturer, includ ing  the  d ru g  supplier, undertakes to  
give in struc tions to guide the p ractice of the physician he can be re­
qu ired to go one step  fu rth e r and disclose th e  adverse effects, on the 
grounds th a t te lling  half the  s to ry  am ounts to false assurance of 
safe ty  by om ission.277

e. S ubsequen t discoveries of side effects n o t com m unicated 
T he  usual p ractice for a m anu fac tu rer w ho discovers side effects 

a fte r m ark e tin g  a drug, a fte r rep o rtin g  to the  F D A , is to send o u t 
w arn ings abou t the adverse reaction  as soon as possible to  doctors 
and dispensaries.278 I t  is a t least a rguab le  th a t the failu re to  adhere  
to  th is  process of notification con stitu tes  a failu re to  w arn , especially 
w hen the  causation  is fairly  definite, the  side effect severe, and reason­
able m eans are a t hand  to send ou t w arn ings.279

f. Com plete absence of w arn ing
T o ta l absence of w arn ing  in the  face of know ledge, a s itua tion  

of alm ost certain  liability ,280 is an unusual m a tte r  in d rug  litiga tion . 
W h ere  the w arn ing  om itted  is one prescribed by  the  D ru g  A ct o r 
regu la tions issued thereunder, v iolation of these is evidence of failu re 
to  w arn  and m ig h t be regarded  as neg ligence per se.281 Such com plete
(Footnote 276 continued.)
(1935) ; Bean v. R oss M}g. Co., 344 
S. W . 2d 18 (M o. 1961). See generally  
1 F ru m er § 8.05. O n use of this sam e 
type of language as a disclaim er, see 
tex t accom panying footno te 215.

277 See footno te 272.
278 See discussion footno te 122 and 

accompanying text (20 F ood D rug Cos­
metic L aw J ournal 353).

270 See, for exam ple, involving n on ­
d ru g  cases, De Vito v. United A ir  Lines,
98 F. Supp. 88 (E . D. N. Y. 1951) 
(m edical specialists told m anufactu rer 
th a t carbon m onoxide was escaping in 
plane they  w ere producing bu t m anu­
fac tu re r did no t follow  up on advice; 
liability for a subsequent accident was 
based upon failure to w a rn ) ; Comstock 
v. General M otors Corp., 358 M ich. 163,
99 N. W . 2d 627 (1959) (pow er brake 
m aste r cylinder began to fail in use 
after some autom obiles of the new 
m odel had been distributed  to  deal­
ers; m anufactu re r negligent in not 
sending a warning letter to purchasers).

280 Examples among ethical drug cases 
are Abbott Labs. v. Lapp, 78 F. 2d 170

(7th Cir. 1935) (discussed in text a t 
footnote 144) ; and Halloran v. Parke , 
„Davis & Co., 245 App. Div. 727, 280 
N. Y. Supp. 58 (1935). I t  is of some 
evidential value th a t while the m anu­
factu re r did not w arn  about his p a r­
ticu lar drug, o the r m anufactu rers o f 
drugs com posed of the sam e chem icals 
did w arn . T his w ould tend to  show 
both  th a t there w as constructive knowl­
edge on the pa rt of the defendant and 
th a t he failed to use available reason­
able procedures for w arn ing  purposes.

281 Orthopedic Equip. Co. v. Eusttlcr,. 
276 F . 2d 455 (4th Cir. 1960) (viola­
tion of m isbranding section of D ru g  
Act. negh'gence per s e ) ; M erck & Co. 
v. Kidd, 242 F. 2d 592 (6th C ir.), cert, 
denied, 355 U . S. 814 (1957) (defendant 
m anufactured  blood plasm a which con­
tained undetectable serum  hepatitis; 
plaintiff sued on the theory  of negli­
gence per se for violation of the F ed ­
eral D rug  A ct and its state co unter­
p a rt; the m ajo rity  held th a t the plasma 
w as no t “filthy” and hence no t in vio­
lation of the law s). Cases involving 

(Footnote continued on next page.)
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failu re to  w arn  w ould appear to  be good evidence in a su it based on 
deceit or fraud if there were any accompanying positive representation.282

3. Side Effects Unknown; Manufacturer’s Duty to Discover 
T he  th ird  basic situation , th a t in  w hich th e  m anufactu rer a t the 

tim e of the  p a tien t’s in ju ry  is unaw are  of the  harm fu l p ropensities of 
his drug, is perhaps the  m ost in te res tin g  of th e  th ree  since it  raises a 
num ber of issues w hich m ay be regarded  as un se ttled  today.

a. T he d u ty  to know  the n a tu re  and  effects of a d rug  
W ell-recognized in m any products cases is th e  du ty  of the  m anu­

fac tu re r to  m ake a reasonable effort to know  the  na tu re  and effects 
of the  p rod uc t w hich he pu ts  in to  com m erce.283 F ailu re  on his p a rt 
“ to know  the n a tu re  of his beast,” as it is som etim es put, can thus 
expose him  to neg ligence liability . T h is general requ irem en t has been 
specifically defined to  cover know ledge abou t th e  chem ical n a tu re  of 
the  product sold and its hazardous propensities.284 The m anufacturer, 
a f te r  all, holds him self ou t to  be a h igh ly  skilled expert in the  product 
so ld285 and the  user can rig h tly  presum e th is .288 W h ere  there  is a
(Footnote 281 continued.) 
d rugg ists are gathered  in A nnot., 79 
A. L. R. 2d 301, at 326-28 (1961). As 
to  the in ten t of C ongress to m ake a 
civil cause of action for violation of 
the D rug  Act, see “ D evelopm ents in 
the L aw : T he Federal Food, Drug, and 
Cosm etic A ct,” 67 Harv. L. Rev. 632, 
722 (1954).

2S2 T his type of action is considered 
in  tex t beginning a t footno te 193.

283 1 Frum er § 8.01, at 144 ; id. § 12.01 [1], 
a t 227 ; 2 H arper & James § 28.4, at 
1541; K eeton, “P rodu cts  L iability— 
Proof of the M anufacturer’s Negligence,” 
49 Va. L. Rev. 675 (1963) ; Noel, see 
foo tno te 271, a t page 847. Involv ing 
ethical drugs, see Moehlenbrock v. 
Parke, Davis & Co., 141 Minn. 154, 169 
N . W . 541 (1918) (d u ty  to know  uses 
w hich m edical profession will m ake of 
d ru g ); Giclskie v. State, 3 Mise. 2d 578, 
155 N. Y. S. 2d 863 (C t. Cl. 1956) 
(fu rth er h istory  stated  at footnote 335) 
(tria l court placed a duty  upon m anu­
fac tu re r to  keep its literatu re on ad ­
m in istration  of the drug  up to  date and 
revised in accordance w ith  la test m edi­
cal theories).

284 Holland v. S t. Paul M ercury Ins. 
Co., 135 So. 2d 145 (La. App. 1961) 
w here child consum ed ra t poison ac­
cidentally, duty  to  know  com position 
of poison so th a t defendant-supplier 
could tell doctor for antidotal purposes) ; 
Braun v. R oux Distrib. Co., 312 S. W . 
2d 758 (Mo. 1958).

sss «[A] person who undertakes such 
m anufactu rin g  will be held to  the  skill 
of an exert in th a t business. . . . T hus 
he m ust keep reasonably ab reast of 
scientific know ledge and discoveries 
touching  his p rod u c t and of techniques 
and devices used by practical m en in 
his trade. H e may also be required to 
make tests to determine the propensities 
and dangers of his product.” 2 H arper & 
James § 28.4, at 1541. See also Dalehite 
v. United States, 346 U. S. 15, 47, 53 
(1953) (dissenting opinion) ; 1 Frum er 
§8.01, at 144-46.

2S0 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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failu re  to  w arn  and a du ty  to  know , and th ere  have also been assu r­
ances or s ta tem en ts  by  the m anufac tu rer th a t the  product is safe, 
harm less, or the  like, w hen in fact it is not, a neg ligen t m isrep resen ta­
tion  action  m ay also be available.287 A s has been indicated, th is  type 
of assurance has no t been uncom m on in con tem porary  d rug  adver­
tis ing .288

b. D u ty  to m ake te s ts  and investigations of p roduct 
I t  follow s as a coro llary  to  the  du ty  to  know  th e  na tu re  and 

effects of one’s p rod uct th a t the  m anu fac tu rer is under a du ty  to  u se  
reasonable efforts to discover th is  in fo rm ation .289 F ailu re  to  tak e  
reasonab le steps p rio r to  m ark etin g  a new  p rod uc t to  determ ine 
w h eth er it  will cause harm  m ay con stitu te  negligence. T he  m anu­
fac tu re r m ust consu lt the  available scientific and technical lite ra tu re , 
and if it is inadequate  he m u st m ake his ow n tests  and experim ents. 
A fte r m arketing , he is obliged to keep ab reast of the scientific and  
m edical developm ents of relevance to  his p rod uct and to apply new 
investigational techniques as th ey  are developed.290 Pritchard v. Lig­
gett & Myers Tobacco Co.,291 a c igarette-cancer case, is a good exam ple 
of the du ty  to test. As ag a in st the  m anu fac tu re r’s defense th a t  there 
w as no evidence to  show  th a t it knew  of th e  carcinogenic effect of its 
p roduct or th a t it should have know n in the  reasonable exercise o f
(Footnote 286 continued.)Tower & Co., 271 Mass. 230, 171 N. E. 
639 (1930) ; Thornhill v. Carpenter-Mor- 
ton Co., 220 Mass. 593, 108 N. E. 474 
(1915). 1 Frum er §12.01[1], a t 228-30.

Note the interesting proprietary drug 
case of Pietrus v. Watkins Co., 229 Minn. 
179, 38 N. W . 2d 799 (1949) (manufac­
turer held charged with notice of alkali 
in shampoo).

287 See text beginning at footnote 197.
288 See tex t beginning at footnote 112 

(20 F ood Drug Cosmetic L aw J ournal 
351).

288 Cases announcing this rule, but in­
volving products other than drugs, in­
clude Hopkins v. E. I. Du Pont dc Nemours & Co., 199 F. 2d 930 (3d Cir. 
1952) ; Chapman Chem. Co. v. Taylor, 
215 Ark. 630, 222 S. W . 2d 820 (1949); Saporito v. Purex Corp., 40 Cal. 2d 608, 
255 P. 2d 7 (1953) ; Twombley v. Fuller Brush Co., 221 Md. 476, 158 A. 2d 110
(1960) ; Ebers v. General Chem. Co., 310 
Mich. 261, 17 N. W . 2d 176 (1945); Braun v. Roux Distrib. Co., 312 S. W .

2d 758 (Mo. 1958); O’Donnell v. As- plundh Tree Expert Co., 13 N. J. 319, 99 
A. 2d 577 (1953).

See generally 1 Frum er § 6 :01, a t 65— 
67, §8:01, at 144-45; 2 H arper & James 
§28.4, at page 1541. I t should be noted 
that testing is being discussed here in the 
sense that the design or overall quality of 
the basic product is being examined and 
not in the sense of a  factory-line inspec­
tion of a  completed article, which is con­
sidered in footnote 138.

290 See Braun v. Roux Distrib. Co., see 
footnote 289 (m anufacturer deemed tO‘ 
know whatever was in medical literature 
on possibility of toxic reactions to his 
hair dye; since he made no tests whatso­
ever, liable for reac tion). N ote the 
parallel here to the duty in malpractice 
cases upon a physician to stay abreast o f 
modern scientific developments. McCoid, 
“The Care Required of Medical P racti­
tioners,” 12 Vand. L. Rev. 549, 575 
(1959).

281 295 F. 2d 292 ( 3d Cir. 1961).
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care, the  T h ird  C ircu it held th a t the issue of know ledge, actual or 
constructive, should have been left to  the  ju ry .

T he du ty  to discover, of course, is only a relative one, and the 
m anufac tu rer need only show  th a t reasonable steps w ere taken  under 
the  circum stances. R easonableness here w ould depend upon the per­
form ance of scien tifically-acceptable tests  and adherence to  good 
stan dards cu rren tly  practiced  by m anufac tu rers of like products. As 
fa r  as negligence goes, therefore, a m anufactu rer who has tried  to 
an tic ipate  the hazards of his products is p ro tected , b u t the m an w ho 
has m ade e ither no te s ts  or p a ten tly  inadequate  ones is n o t.202 I t  has 
been sta ted  also th a t, w here a new p rod uct po ten tia lly  dangerous to 
life is involved, the  degree of te s tin g  required  is g rea te r in qu an tity  
and  quality  th an  th a t required  for the ord inary  p roduct.283

C arry in g  these  general p ropositions over to  the  e th ical d rug  
m anufactu rer, it is app aren t th a t eth ical drugs, m ore than  any o ther 
product, are sub jec t to p re-m arketing  investigation . B ut even thou gh  
th e  degree of te s tin g  done for d rugs w ould probably  per se sa tisfy  
th a t  requ ired  for any  o ther class of products, i t  still rem ains to  de­
term ine w h eth er a specific m anufac tu rer w hose product has suddenly  
produced side effects a fte r m ark etin g  should have know n abou t the 
effects before a p riv a te  p a tien t w as harm ed. W h y  the v a s t clinical 
tria ls  perform ed on drugs do no t tu rn  up side effects before m ark etin g  
is an  as y e t unse ttled  issue, as has been po in ted  ou t.294 If  th e  accepted 
reason  for failure to detect w as th a t no one knew, or th a t it w as due 
to  “undetectab le  fac to rs,” it w ould have to be conceded th a t  th e  m ere 
failu re to  detect p resen ts no evidence of neg ligent investigation . Con­
sider, how ever, the  ev iden tiary  value of the  follow ing possible ex­
p lanations for failure to  detect adverse reactions before the  litig an t 
w as h a rm e d :

(a) T he  sam ple used w as not large enough to  detect th is unusual 
side e ffec t;

(b) T he  w rong  sam ple w as used, one om itting , for exam ple, a 
specific class of persons (for exam ple, p regn an t wom en, a rth - 
ritics) w ho reacted  to  the  d ru g ; * 203

2"2 There is, however, in all cases, the 
factual cause issue. Thus, even had the 
tests been performed, is it probable that 
they would have detected the harm  which 
is complained of?

203 Noel, a t footnote 271, a t page 8S3, 
relying upon O’Donnel v. Asplundh Tree 
E xpert Co., 13 N. J . 319, 99 A. 2d 577
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(1953); Chapman Chcm. Co. v. Taylor, 
215 Ark. 630, 222 S. W . 2d 820 (1949). 
As stated in Pritchard, “The precautions 
necessary to comply with the standard of 
reasonableness vary with the danger in­
volved.” 295 F. 2d at 299.

234 See text following footnote 119.



(c) T he da ta  ga thered  w ere im properly  or carelessly analyzed 
for occurrence of re a c tio n s ;

(d) T he data  w ere tailored  or rigged, or the supposed tests  w ere 
no t ac tua lly  perform ed.

F o r  a litig an t to  m ake use of any of these factors he w ould need proof, 
first th a t such a failu re did in fact happen, second th a t it w as no t good 
m edical or scientific p ractice to  m ake the om ission or o ther m istake, 
and  lastly  th a t such failure w as the  cause-in-fact of his harm . T his, 
needless to  say, would be ra th e r difficult, unless som e so rt of procedural 
device such as the doctrine of res ipsa loquitur were applied, or unless 
fraud o r concealm ent w ere involved.295

T w o argum en ts w hich m ig h t be p u t fo rw ard  in defending against 
liab ility  should be considered. F irs t, the  m anufac tu rer m igh t defend 
on the  basis of com pliance w ith  th e  s tr in g en t F D A  requirem en ts for 
approval.298 C ertain ly  such com pliance w ould be substan tia l evidence 
of due c a re ; but, as a m a tte r  of law, such conduct would generally  not 
con stitu te  due care per se.297 T he second defense—th a t the m anufac­
tu re r  relied on its doctors w ho w ere bo th  carefu lly  chosen and acting  
as h igh ly  skilled independent con tracto rs, and th a t the m anufac tu rer 
w as no t itself skilled in experim entation— ou gh t to  be p rom ptly  re­
jected both by simple agency doctrines 298 and by application of the rule 
above defined th a t the  maker himself is taken  to be skilled and expert.

c. S tric t liab ility  w ith o u t m eans of know ing of adverse reactions
In  a breach of implied warranty action, the question may be whether 

the  m anufac tu rer should be insu la ted  from  liability  on the g round  th a t
205 E xpert evidence, especially from a

clinical pharm acologist, w ould be the
most persuasive form of proof. F or the
evidentiary value of manufacturer w ith­
drawal of a  drug or modification of its
formula to reduce toxicity, see text a t
footnote 339.

296 See Sliny v. Parke, Davis & Co.,
Fed. Dist. Ct., Detroit, Mich., pleadings
reported, Drug N ew s W eckly, Nov. 14,
1962, p. 8; Love v. W olf, footnote 268.

297 See generally  1 F rum er § 8.07, at
17S. The decision in the Cutter cases, 182
Cal. App. 2d 602, 6 Cal. Rptr. 320
(1960), indicates th a t Public H ealth
Service approval of the product did not
operate as a defense for the laboratories,
even though their counsel argued that

compliance with the PPIS’s “Minimal 
Requirements” was proof of due care. 
Cases involving products other than ethi­
cal drugs include Arata v. Tonegato, 152 
Cal. App. 2d 837, 314 P. 2d 130 (1957) ; 
Tampa Drug Co. v. W ait, 103 So. 2d 603 
(Fla. 1958') ; M aize v. A tlantic Refining 
Co., 352 Pa. 51, 41 A. 2d 850 (1945). 
Contra, Hollingsworth v. Midivest Serum  
Co., 183 Iowa 280, 162 N. W . 620 (1917). 
See also Kriendler, “Admission and E f­
fect of Government Approval and Certifi­
cation of A ircraft,” 3 B. C. Ind. & 
Comm. L. Rev. 367 (1962).

293 On evidence of an agency relation­
ship existing between tester and manu­
facturer, see footnote 168.
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he could no t have know n of the  dangerous propensities of his d rug  by 
the exercise of reasonable skill and foresigh t. T o create w arran ty  
liability here, it would be necessary to hold the manufacturer to strict 
liability—virtually that of insurer. By definition, he has done all possible, 
m aking the p rod uct perfect in the com m ercial 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 : H as the  m anufac tu rer of c igarettes broken 
an  im plied w arran ty  to  a sm oker w ho develops cancer w here the ju ry  
has found as a m a tte r  of fac t th a t th e  m anufac tu rer could n o t have 
know n of th e  carcinogenic p ro p erty  of its  p rod uct by th e  reasonable 
application of hum an skill and fo resigh t?  T he  F lo rida  Suprem e C ourt 
in Green v. American Tobacco Co.,299 took the  liberal view  th a t there  
could be a breach of w a rran ty  un der these circum stances, s ta tin g :
[IIm p lied  w a rran ty  liability is no t lim ited by the  foreseeability doctrine, the 
“reasonable application of hum an skill and foresigh t” test of to r t  liability. . . . 
[A] m anufactu re r’s or seller’s ac tual know ledge o r opp ortun ity  for know ledge 
of a defective or unw holesom e condition is w holly irre levant to his liability on 
the theory  of implied w arran ty . . . . N o reasonable d istinction can, in our opinion, 
be m ade betw een the physical o r practical im possibility of obtain ing know ledge 
of a dangerous condition, and scientific inability  resu lting  from  a cu rren t lack 
of hum an know ledge and skill. . . . T o  hold th a t prevailing  industry  standards 
supplant the ord inary  standard  of objective tru th  and proof, and should be con­
clusive on the issue of a p roduct’s reasonable fitness for hum an use or consum p­
tion, would be to sh ift to  the purchaser the risk of w hatever la ten t defectiveness 
m ay ultim ately  be proven by experience and advancem ent of hum an knowledge, 
a  risk w hich w e are convinced w as from  the  inception of the  im plied w arran ty  
doctrine intended to be a ttached  to  the m ercantile function .800
T he F ifth  C ircuit had held o therw ise in the  sam e case 301 before it was 
subm itted  to the  F lo rida  court. T he  F ifth  C ircu it subsequently  reached

800 154 So. 2d 169 (Fla. 1963).
800 See footnote 299. The quoted ma­

terial is taken from  th rou g hou t the 
opinion. The Florida court was careful 
to avoid passing upon the merits of the 
case, including such issues as whether 
there was privity, whether the cigarette 
was unmerchantable as a m atter of law, 
and whether there was assumption of 
risk. Green differs from Pritchard , dis­
cussed in text at footnote 291, in that 
Pritchard arose on the issue of the manu­
facturer’s duty to know, not whether 
there could be liability regardless of 
knowledge.

801 304 F. 2d 70 (5th Cir. 1962). The 
court first held, with judge Cameron dis­
senting, that there was no breach of w ar­
ranty, but on rehearing agreed to certify 
the question to the Florida Supreme 
Court. After the Florida Supreme Court 
opinion, the Fifth Circuit remanded the 
case for a new trial. Green v. American 
Tobacco Co., 325 F. 2d 673 (5th Cir.
1963). For a thoroughgoing analysis of 
the earlier Green case in the federal court 
and critical discussion of its reasoning, 
see Comment, “Cigarettes and Vaccine: 
Unforeseeable Risks in M anufacturers’ 
Liability Under Implied W arranty ,” 63 
Cohim. L. Rev. 515 (1963).
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a sim ilar re su lt in Lartigue v. R. J. Reynolds Tobacco Co.,302 reason­
ing  th a t th ere  could be no breach of w a rran ty  for inheren tly  unknow ­
able defects in th a t breach is based upon a m an u fac tu re r’s superior 
oppo rtun ity  to  gain  know ledge of his product, som eth ing  he w as here 
unable to  do.

S tric t liability  is also  the  ru le  proposed by the Restatement of 
Torts,303 a lthough  the com m ent to  th e  re levan t section w ould seem  to 
exclude som e d ru g  reaction  cases.304 T h ere  is much precedent for strict 
liability , of course, in those food cases in w hich th e  harm ful foreign 
substance could no t have been provided against,305 and in the  explod­
ing bottle cases.306 [For footnote 306, see next page.]

303 317 F. 2d 19 (5th Cir. 1963). The 
court held that there could be no breach 
of w arranty where injury was caused by 
a  product the harmful effects of which no 
presently existing scientific skill or fore­
sight could discover.

A  number of other cases have involved 
the issue of the liability of the manufac­
turer who does not know of the defect a t 
the time of manufacture although he was 
in possession of all of the data which 
science could supply, but these have in­
volved undetectable impurities in the 
product. See Kcnower v. H otels Statler 
Co., 124 F. 2d 658 (6th Cir. 1942); 
H unter v. E . I. Du P ont de Nem ours &  
Co., 170 F. Supp. 352 (W . D. Mo. 1958); 
Pietrus v. W atkins Co., 229 Minn. 179, 
38 N. W . 2d 799 (1949) ; see also foot­
no te 344. B ut see, denying liability, 
M erck & Co. v. Kidd, 242 F. 2d 592 (6th 
C ir.), cert, denied, 355 U . S. 814 (1957) ; 
Livesley v. Continental M otors Corp., 
331 Mich. 434, 49 N. W . 2d 365 (1951) ; 
Canavan v. City of Mechanicville, 229 
N. Y. 473, 128 N. E. 882 (1920).

303 Restatement (Second), T orts § 402A 
(Tent. D raft No. 7, 1962). The Re­
p o rte r is Dean P rosse r w hose views on 
strict liability are reflected in his article 
on warranty, “The Assault Upon the 
Citadel (S tric t Liability to the Con­
sum er),” 69 Yale L. J. 1099 (1960). 
Comment d makes it clear that drugs 
are  included in the section, although the 
tex t refers only to food, and that no dis­
tinction is to be made between drugs 
which are ingested and those parenteral 
ones which come into contact with the 
skin. The term  “w arranty” is nowhere

used in this section; its omission and the 
substitu tion  of the concept of s tric t 
liability are  discussed in comment m. 
The new section has already elicted much 
com m ent, m ostly  critical. T h e  legal 
counsel for a food manufacturer has a t­
tacked the section as not representative 
of the law as it stands today, Condon, 
“Product Liability Problems,” 57 N w . 
U. L. Rev. 536 (1962). The court in the 
Lartigue case, footnote 302, cited the 
section with approval, as did Boshkoff, 
“Some Thoughts About Physical Harm , 
Disclaimers and W arranties,” 4 B. C. 
Indust. & Com. L. Rev. 285, 297-300 
(1963) (who believes that both the tra ­
ditional w arranty remedy and the new 
strict liability concept should be main­
tained as differing theories of recovery).

30i Comment k considers the situation 
in which a product 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 section. I t is believed that this dis­
tinction is erroneous since if applied it 
would tend to eliminate the great bulk of 
warranty-non-negligence actions which it 
is intended to cover.

305 See Dickerson, “Products Liability 
and the Food Consumer” §§ 2.20, 3.5
(1951) (relying on the well-known series 
of trichinae-in-pork cases) ; 1 Frum er 
§ 25.04[2] [d] ; Comment, “Cigarettes and 
V accine: Unforeseeable Risks in Manu- 

(Footnote continued on next page.)
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S tric t liability  is also applied, of course, in those cases in w hich 
liability  is based upon engaging in ultra-hazardous activities.307 Although 
these cases are no t p receden t for eth ical d rug  cases, the analogy be­
tw een the  tw o areas is appealing .308 T he behavior of the drug  manufac­
tu re r  is socially desirable, b u t it also entails certain  inevitable and 
unusually  serious risks. L iab ility  for th e  harm  caused by such risks 
could be reasonab ly  regarded  as the  price the  supplier pays to  engage 
in th is type of business. As s ta ted  in the com m entary  to  the new  
Restatement section:

[P ]ublic policy dem ands th a t the burden of any accidental injuries caused 
by products intended to come into in tim ate contact w ith  the hum an body, and 
vital to the life and health  of the com m unity, be placed upon those w ho m arke t 
them , and be trea ted  as a cost of production against w hich liability insurance 
can be obtained .309
T hese b roader issues are discussed in detail in the  conclusion of th is  
article.

F o r those w ho, w hen s tr ic t liability  is discussed, see no end in sight 
except a complete insurer-type liability, the conditions and limitations 
w hich have been placed by the  Restatement and o ther com m entato rs 
should be considered. T he  new  Restatement section expressly requ ires 
that the food or drug product which has given rise to injury must have 
been “in a defective condition unreasonab ly  dangerous to  the  con­
sum er.” 310 A n additional requ irem en t has been noted by one w rite r—  
a reasonable expectations, or norm al use test.311 T h is view, w hich 
a long w ith  th a t of the  Restatement formed the basis of the Magee 
decision,312 holds th a t in som e instances a defect w hich cannot be 
detected is no t an unreasonable danger, and cites eth ical d rugs as an
(Footnote 305 continued.) 
facturers’ Liability Under Implied W ar­
ranty,” 63 Colum. L. Rev. SIS, 526-28 
(1963).

300 See 1 Fruitier § 26.
307 2 H arper & James §14, a t 78S ; 

Prosser, Torts  § 59, a t 329 (2d ed. 19SS).
308 I t is submitted that the case of the 

traveling crop spray, Chapman Chem. 
Co. v. Taylor, 215 Ark. 630, 222 S. W . 2d 
820 (1949), is on point. There, ultra- 
hazardous liability was involved against 
the manufacturer of a  crop spray, which 
spray due to an inherently unforeseeable 
quality spread from the applied area to 
plaintiff’s premises. See 43 Minn. L. 
Rev. 531 (1959).

309 Restatement (Second), Torts § 402A, 
comment c (Tent. D raft No. 7, 1962).

310 Restatement (Second), Torts  § 402A 
(Tent. D raft No. 7, 1962). See especially 
comments g, h, and i, explaining and de­
fining these terms.

311 Dickerson, Strict Liability a t page 
13; Dickerson, Recent Developments. See 
sim ilar views of K eeton, “P roducts  
L iability— C urrent D evelopm ents,” 40 
Texas L. Rev. 193, 207-10 (1961). If a 
normal use test were strictly applied v ir­
tually every side effect would be re­
moved from the ambit of liability, since 
most side effects are of an allergic na­
ture. This, however, is not the rule, as 
is discussed in the next section of this 
paper.

313 Magee v. W yeth Labs., Inc., 214 
Cal. App. 2d 340, 29 Cal. Rptr. 322 
(1963). The court determined that there 

(Footnote continued on next page.)
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exam ple.313 O ther com m entato rs 314 have sou gh t to  draw  a line based 
on the type of p roduct, favoring  absolute liab ility  w here the product 
is a “non-essen tia l” or com m ercial one b u t no t w here it is an “essential” 
one or one re la ted  to health .315 H ow ever, th is reasoning  ignores the 
fact th a t there is a profit or com m ercial m otive a t base in the m anufac­
tu rin g  of every class of product, including eth ical drugs.

Factor: the abnormal patient and the idiosyncratic reaction. It is often 
sta ted , and w idely believed, th a t the  hy persensitiv ity  of the consum er 
is a good legal defense, w hether an action  sounds in negligence or 
w a rran ty .316 T he  question  of allergy, how ever, is no t as sim ple as 
th is  general p roposition  suggests. In  o rder to  analyze th is  problem  
it is necessary to  subdivide the  sub ject, depending upon w hether the 
m anufac tu rer know s of the  allergenic po ten tia l of his p rod uct and 
w hether the  su it is in negligence o r w a rran ty .317

(i) Manufacturer unaware of allergenic effect of the drug
In  neg ligence actions, the rationale  of the cases denying  liability  

seem s to  rest on the  lack of the  m anu fac tu re r’s know ledge— th a t is,
(Footnote 312 continued.) 
had been no w arranty breached in a case 
of an idiosyncratic reaction to the drug, 
Sparine. There was no evidence, the 
court stated, tha t 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
plained. The case is further discussed at 
footnotes 243 and 327.

313 The 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 page 14. The trouble 
with taking such a theory seriously is, 
how does one know when the second bite 
has been taken ? How long may the 
m anufactu re r leave the drug  on the 
m arket after the first tentative associa­
tion has been made between use of the 
drug and reaction before he is no longer 
justifiably ignorant of its propensities? It 
should also be noted that Dickerson has 
pointed out that the patient and the 
doctor can reasonably expect a  safe and 
efficacious pill. Dickerson, Recent D e­
velopments a t pages 31-32. Also favor­
ing non-liability in this situation, see

statement by Geoghan, “Symposium— 
Pharmaceuticals and Products Liability 
Law,” 29 Tenn. L . Rev. 231, 2S0 (1962).

313 See, for example, 1 Frum er § 16.03
[4].

315 Id. a t page 38S, relying 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 
desirable product.”

310 2 Frum er §29 ; 2 H ursh  §8.3; 
Noel, “T he D uty  to W arn  A llergic 
Users of Products,” 12 Rand. L. Rev. 
331 (1959) ; Annot., 26 A. L. R. 2d 963
(1952). The difficulty in analyzing these 
so-called “allergy” cases arises from  (a) 
uncertainty as to whether the court felt 
it was deciding an allergy case (cases 
involving the same product being treated 
d iffe ren tly ); (b) uncertain ty  as to
whether the defendant knew of the al­
lergenic potential of the product.

337 For the medical aspects of allergy 
and the hypersensitive person, see section 
beginning at footnote 14 (20 F ood D rug 
Cosmetic L aw J ournal 332).
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his inab ility  to  w arn .318 T h is begs the  question  since it has been 
show n previously th a t there  is a d u ty  to  know , and, indeed, to  te s t 
in  o rder to  know. If  he did no t know  and  could no t have know n, 
th ere  is no fault. If id iosyncratic  reactions are h ard er to foresee, then  
on the facts he m ay w ell be excu lp ated ; b u t m erely  because of th is 
m edical difficulty th e re  is no reason to  erect a  legal b a rrie r against 
recovery .319 In co n sis ten t w ith  th is  reasoning, how ever, is the  recen t 
eth ical d rug  case of Morgansen v. Hicks,820 wherein plaintiff suffered 
an  allergic reaction  w hen adm inistered  an anesthesia . T h e  Iow a S u­
prem e C ourt, re ly ing  on a cosm etics case preceden t,321 briefly dismissed 
th e  action ag a in st the  m anu fac tu rer on the  basis th a t th ere  w as in 
Iow a no p rod ucts  liab ility  for allerg ic reactions. I t  is n o t clear 
w h eth er th e  Iow a cou rt w ould have reached th e  sam e conclusion, 
how ever, had the  plaintiff alleged and proved that the manufacturer 
could have foreseen the defect by the exercise of reasonable care.322

318 See M errill v. Beaute Vues Corp., 
235 F. 2d 893 (10th Cir. 1956) (cold 
wave) ; Briggs v. National Indus., 92 
Cal. App. 2d 542, 207 P. 2d 110 (1949) 
(cold wave) ; Moran v. Insurance Co. of 
N orth America, 146 So. 2d 4 (La. App. 
1962) (sun tan lotion) ; Bennett v. P ilot 
Prods. Co., 120 U tah 474, 235 P. 2d 525 
(1951) (cold wave).

318 Indeed there is an occasional case 
involving an allergic reaction in which 
liability for negligent failure to warn has 
been developed even though the evidence 
would seem to indicate that the manu­
facturer did not know of the allergic po­
tential and may not have been able to 
have discovered it by reasonable effort. 
An example is Braun v. R o u x  Distrib. 
Co., 312 S. W . 2d 758 (Mo. 1958), 
where the user of defendant’s hair dye 
developed an obscure disease of the a r­
teries due to the paraphenylenediamine in 
the dye. The court held that the defend­
ant knew or by the exercise of due care 
should have known of the danger. See 
also W right v. Carter Prods., Inc., 244 
F. 2d 53 (2d Cir. 1957) (A rrid , a 
deodorant).

320 2 5 3 Iowa 139, 110 N. W . 2d 563
(1961). Since both the manufacturer and 
the doctor who administered the drug 
appealed from a joint verdict entered for 
the patient, the court grouped together 
its consideration of the liability of both
p a g e  4 1 0

parties, with the result that much of the 
language of the opinion that appears 
applicable to both defendants probably is 
only intended for the case of the physi­
cian. Accord, W ebb v. Sandos Chem. 
W orks, 85 Ga. App. 405, 69 S. E. 2d 689
(1952) (allergic reaction resulted in loss 
of vision; the court found no specific act 
of negligence and refused to apply res 
ipsa loquitur) ; W illson v. Faxon, W il­
liams & Faxon, 138 App. Div. 359, 122 
N. Y. Supp. 778, motion to zvithdraw 
appeal granted, 202 N. Y. 542, 95 N. E. 
1141 (1910) (drug is not “deleterious” 
solely because one person in a million of 
those using it has a reaction to it)  ; 
Singer v. Oken, 193 Mise. 1058, 87 
N. Y. S. 2d 686 (N . Y. City Ct. 1949) 
(druggist not liable for allergic reaction 
because he was not under a duty to fore­
see an individual reaction to  phenol).

321 Bonozvski v. Revlon, Inc., 251 Iowa 
141, 100 N. W . 2d 5 (1959) (sun tan
lo tion).

322 Note that when the druggist has 
supplied the wrong drug originally (or, 
it might be added, the manufacturer has 
prepared the wrong drug), it has been 
held that the fact that the patient’s re­
action was an unforeseeable allergic one 
is no defense. See, for example, Dunlap 
v. Oak Cliff Pharmacy Co., 288 S. W . 
236 (Tex. Civ. App. 1926) ; Gwynn v. 
Dufficld, 61 Iowa 64,15 N. W . 594 (1883).
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In  w arran ty , an additional ju stification  for nonliability lies because 
i t  is a rguab le  th a t a w a rran ty  m eans only reasonable fitness or fit­
ness for th e  usual or norm al person .323 If this is so, then the real ques­
tion  is, w h a t is norm al, or, rephrased , how  large a group  of reactors 
need there  be before th ey  are sizable enough to  be considered no r­
m al?324 T he issue is again  a factual one. M ore im portan t, if there  is 
w a rra n ty  liab ility  w here the  m anu fac tu re r has done all he could— 
the type of s tr ic t liability  considered in  th e  preceding section— then  
the  issue of foreseeability  has been e lim inated ; w h eth er th e  plain tiff 
is one in a m illion or one in a dozen becom es im m ateria l.325 * * F ru m er 
and  F riedm an  d istingu ish  food cases from  d rug  cases in the  follow ing 
m a n n e r :
D ru g  products are no t na tu ra l in the sense th a t a  straw b erry  is. T he potentiality  
fo r harm  if an ing red ien t is a sensitizer is usually  m uch g rea te r than  in the case 
of one who develops hives after ea ting  straw berries. If, despite elaborate p re ­
m arke ting  testing , a  consum er suffers an allerg ic reaction  o r adverse side effects, 
the  m anufactu rer ra th e r  than  the  consum er should bear the risk  of injury, a t 
least w here the  d rug  w as no t prescribed by a  physician w ith  know ledge of the 
danger after a balancing of the risks involved.826

T he  recent case of Magee v. Wyeth Laboratories, Inc.,827 however, 
strongly and clearly lays down the rule that a m anu fac tu rer w ill no t 
be liable for a reaction  th a t is allerg ic in nature .

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

In  neg ligence suits the  w eigh t of the  p roducts cases and the  com ­
m en ta to rs  agree th a t there  will be liability , regard less of the type of 
reaction , if th ere  has been failu re to  w arn .328 T hese  sam e conclusions 
would apply to a w arranty action.329 [For footnote 329, see next page.]

323 See, for example, Ray v. J. C. 
Penney Co., 274 F. 2d S19 (10th Cir.
1959) (clothes) ; Bonowski v. Revlon, 
Inc., footno te 321 (sun tan  lo tion ); 
Jacquot v. W m . Filene’s Sons Co., 337 
Mass. 312, 149 N. E. 2d 635 (1958)
(artificial fingernails) ; Graham v. Io r ­
dan Marsh Co., 319 Mass. 690, 67 N. E. 
2d 404 (1946) (cold cream ).

321 See, adopting the size-of-class test,
Crotty v. Shartenberg’s-N ew  Haven, Inc., 
147 Conn. 460, 162 A. 2d 513 (1960)
(against retailer; hair d y e ); Reynolds 
v. Sun Ray Drug Co., 135 N. J. L. 475, 
52 A. 2d 666 (1947) (against retailer; 
lipstick) ; Zirpola v. Adam  H at Stores, 
Inc., 122 N. J. L. 21, 4 A. 2d 73 (1939)
(against m anufacturer; hat) ; Esborg v. 
Bailey Drug Co., 61 W ash. 2d 347, 378

P. 2d 298 (1963) (against m anufacturer; 
hair tin t).

325 This has been the result in some 
cases involving food; see Dickerson, 
Products Liability and the Food Con­
sumer §4.27 (1951); Doyle v. Fuerst & 
Kramer, 129 La. 838, 56 So. 906 (1911).

320 2 Frum er § 29.05, a t 123. T here­
after follows, “ ( I t  is believed that such 
liability will not seriously retard  the de­
velopm ent of new  d ru g s) .” B ut see 
Dickerson, cited at footnote 325, at page 
213.

327 2 1 4 Cal. App. 2d 340, 29 Cal. Rptr. 
322 (1963).

328 Land O’Lakes Creameries, Inc. v. 
Hungerholt, 319 F. 2d 352 (8th Cir. 
1963) (fertilizer) ; W right v. Carter

(Footnote continued on next page.)
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(iii) Manufacturer aware of possibility of drug causing an 
allergic reaction and gives a warning

U n der the  principles discussed above,330 th ere  w ould probably  be 
no liability , in  e ither neg ligence or w arran ty  actions.

In  conclusion, it is believed th a t the  physical n a tu re  of th e  p la in ­
tiff should be ju s t ano th er facto r to be considered in issues of d u ty  
to w arn , du ty  to know , and du ty  to  test. N o t the  least im petus for 
th is approach is the  fact th a t in m any cases it is m edically u n d e te r­
m ined w h eth er a type of reaction  is to  be regarded  as id iosyncratic or 
not, and in m any o ther cases it is im possible to  ascerta in  the  specific 
na tu re  of the  u se r’s reaction .331 R a th e r th an  use the judicial su b te r­
fuge of igno ring  th e  issue 332 or calling an allergy a prim ary irritan t,333
(Footnote 328 continued.)
Prods., 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. 2d 157, 268 P. 2d 199 (1954) 
(detergent) ; Gerkin v. Brown & Sehler 
Co., 177 Mich. 45, 143 N. W . 48 (1913) 
(dye). See generally Dickerson, cited at 
footnote 325; 2 Frum er §29.02 [2 ]; 2 
H ursh § 8 :4 ; Condon, “Products Law 
Problems,” 57 N w . U. L . Rev. 536, 541 
(1963). The manufacturer, after all, is 
not required to foresee the specific type 
of harm  which in fact is inflicted upon 
the patient but is only to know of the 
dangerous propensities of his product in 
a general way.

329 See Crotty v. Shartenbcrg’s-N ew  
Haven, Inc,, 147 Conn. 460, 162 A. 2d 
513 (1960) (hair dye) ; Bianchi v. Den­
holm & M cKay Co., 302 Mass. 469, 19 
N. E. 2d 697 (1939) (face powder) ; 
Zirpola v. Adam  H at Stores, Inc., 122 
N. J. L. 21, 4 A. 2d 73 (1939) (dye in 
hat).

330 See tex t beginning at footnote 203. 
But even here it is at least arguable that 
w arranty liability can nevertheless exist, 
even in cases involving allergic reactions. 
Defense of this position is made in 2 
F rum er § 29.05, a t  124-25. And, as 
H arper 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
PAGE 4 1 2

plaintiff argum ent should not be used to 
shift the risk  of harm  to the user who is 
unaw are of his allergic potential. 2 
H arper & James § 28.8, at 1551, n. 3.

331 See medical discussion footnote 27. 
Thus, is an anaphylactoid reaction to 
penicillin an allergic or toxic reaction? 
I f  no an tibody-an tigen relation can be 
found, is the reaction an “allergy” ? 
Should the “allergy rule” apply to a toxic 
reaction to a dose that is proper for 99% 
of the users but represents an overdose 
for a very few?

332 See instances cited in 2 Fyum er 
§ 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.

333 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. App. 1958) (hair dye) ; Patterson  
v. George H . W eyer, Inc., 189 Kan. 501, 
370 P. 2d 116 (1962) (hair dye). N or 
is it good medicine to ask about the type 
of plaintiff 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 
state, is to create a pseudo-scientific 
issue.
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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. Incom plete or im proper d irections for u se ; w rong  dosage
In  the  ra re  case in w hich a manufacturer has erred in his directions 

as to  dosage, m ode of adm in istra tion  or the like, and th is erro r is the  
cause of in ju ry  to a patien t, neg ligence liab ility  w ould follow ra th e r 
clearly .335 A special problem  arises w here the  directions are correct 
b u t the m anu fac tu rer has sim ply no t m ade a pill or capsule of a size 
fit for a p a rticu la r patien t, usually  a child. Marcus v. Specific Phar­
maceuticals, Inc ,,336 took the view that there was no duty to make a 
pill of any  particu la r s tren g th  or size. T h is principle of free enterprise 
w ould seem  correctly  applied, sho rt of a case of deception or even negli-

Indeed the “allergy rule” collides 
with the more fundamental to rt principle 
that “you take your victim the way you 
find him.” See also 2 H arper & James 
§28.8, at 1551-52, w here the whole 
allergy m a tte r is given a quick, un ­
sympathetic onceover on the basis of a 
foreseeability problem. Note also the 
views of Boshkoff, cited in footnote 303, 
at pages 301-02, who by proposing the 
use of a “consumer expectation” test for 
w arranty liability concludes that allergy 
should not be a defense since the expec­
tations are frustrated.

335 Generally on improper instructions 
as a factor in negligence, see 1 Frum er 
§8.05. Accord, M arx v. Schultz, 207 
Mich. 655, 175 N. W . 182 (1919) (drug­
gist applied a  label to a  prescription drug 
which called for three teaspoons of the 
drug rather than the three drops pre­
scribed) .

In particular, see Gielskie v. State, 9 
N. Y. 2d 834, 216 N. Y. S. 2d 85, 175 
N. E. 2d 455 (1961), affirming, 10 App. 
Div. 2d 471, 200 N. Y. S. 2d 691 (1960), 
settled, 11 App. Div. 2d 877, 205 N. Y. S. 
2d 1003 (1960), reversing, 18 Mise. 2d 
508, 191 N. Y. S. 2d 436 (Ct. Cl. 1959) ; 
earlier decision, Gielski v. State, 3 Mise. 
2d 578, 155 N. Y. S. 2d 863 (Ct. Cl. 
1956). The state provided doctors with 
tetanus anti-toxin which it had manufac­
tured. In  its accompanying literature the 
state stated that it could be administered

several ways including intraspinously. I t 
was plaintiff’s contention that the intra- 
spinous route was no longer an accepted 
method and tha t in making this statement 
the manufacturer was being careless. The 
trial court agreed but the Appellate D i­
vision reversed on the basis that evidence 
was insufficient to show negligent devia­
tion from standard practice. Gielskie 
does raise an interesting issue of whether 
there is a duty upon a manufacturer at 
all to describe the proper route for ad­
ministration of a  drug (as compared to 
volunteering the wrong route). Since 
the FD A  requires this sort of informa­
tion on some labeling, see footnotes 88 
and 97 (20 F ood D rug Cosmetic L aw 
J ournal 346, 348), and since good manu­
facturing practice is to recommend or 
advise possible routes of administration, 
it would seem that there could well be 
liability for failure to provide this in­
formation, at least when it could be fore­
seen that the doctor would not be familiar 
with the proper routes.

330 191 Misc. 285, 77 N. Y. S. 2d 508 
(Sup. Ct. 1948) (fu rth er discussed in 
footnotes 226, 227). A change of strength 
without sufficient notice to the profession 
would be an example of negligence, how­
ever, as would any significant but un­
heralded modification. See also the dis­
cussion of Hr-uska v. Parke, Davis & 
Co., 6 F. 2d 536 (8th Cir. 1925), foot­
note 195.
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g e n t m isrepresen ta tion  abou t the  usefulness of the  pill for a certain  
c lass of patien ts.

b. F a ilu re  to provide in fo rm ation  on contra-indications, on 
tests  to  detect reactions, or counterm easures.

A nalogous to  the  du ty  to  be aw are of and  rep o rt on side effects 
w ould  be a d u ty  to  give in fo rm ation on the  follow ing th ree  m atters, 
w h ere  available :

(a) C ontra-ind ications for use of the drug, that is, pre-existing path­
ological conditions w hich will m ake the  use of the  d ru g  pecu­
liarly  dangerous ; 337 *

(b) T ests  w hich m ay be used before adm in istra tion  of a d ru g  to 
determ ine w h eth er th ere  will be a reaction , or to  detect in­
cip ien t reactions a fte r use has begun  w hich, if caugh t in tim e, 
can lead to w ith d raw al before sym ptom s becom e p e rm an en t ;

(c) Countermeasures or antidotes which will prevent a full reaction 
or a perm anen t w orsen ing  of condition of the  p a tien t suffering  
from  a reaction, as w as th e  basis for liab ility  in the recen t 
case of Charles Pfizer & Co. v. Branch,sss

c. E ffect of m odification o r w ithdraw al of d rug  
or change of directions

In  som e eth ical d rug  cases th e  issue w ill be th e  ev iden tiary  effect 
w hich  should be accorded to  events w hich take place a fte r a d rug  has 
been m arketed . Such events m igh t include m odification of the  d ru g ’s 
form ula or th e  m olecular s tru c tu re  of its active chem ical w ith  the 
purpose of eliminating a side effect; modification of its instructions and 
w arn ing s ; or w ithdraw al of the d ru g  e ither vo lu n tarily  or p u rsu an t 
to  F D A  order. I t  w ould appear to be of p robative  value if, a fte r dis­
covery of a harm ful side effect, a m anu fac tu rer took one or m ore of 
the above actions.339 On the other hand, none of these acts would prob-

337 See Fuhs v. Barber, 140 Kan. 373, 
36 P. 2d 962 (1934) (action against 
druggist for injuries attributable to use 
of a drug which druggist recommended 
and which reacted with a drug she was 
already using; duty upon druggist to 
warn that a drug, harmless in itself, may 
react with other substances).

358 3 65 S. W . 2d 832 (Tex. Civ. App. 
1963). Accord, Johnson & Son, Inc. v. 
Palmieri, 260 F. 2d 88 (1st Cir. 1958)
(m anufacturer of furniture polish liable 

for inadequate post-accident instructions 
which advised user to wipe off polish if
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spilled but did not say to use soap) ; Fed­
eral Hazardous Substances Labeling Act, 
74 Stat. 374 (1960), 15 U. S. C. § 1261 (g ) 
(Supp. IV, 1963), requiring, inter alia, 
any hazardous substance intended or suit­
able for household use to carry an in­
struction, where necessary, for first-aid 
treatment.

339 See Carter Carburetor Corp. v. R i­
ley, 186 F. 2d 148 (8th Cir. 1951) (C A A ’s 
directions for repairs of pumps on a ir­
planes were themselves evidential of the 
pump’s deficiencies).
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ably be deem ed sufficient to m ake ou t a p rim a facie case. W h ere  
official FD A  orders or demonstrable behind-the-scene coercion was present, 
of course, re la tive ly  s tro n g er evidence of fau lt w ould be presen t, espe­
cially because of th e  sim ilarity  of th is  s itua tion  to th a t in w hich a 
m anu fac tu rer has failed to com ply w ith  F D A  investigation  or m ark e t­
ing  requ irem en ts.340 T ho ug h  otherw ise relevant, testim on y  on th e  
several am endato ry  acts m entioned m ig h t be proh ib ited  by  applica­
tion  of th e  repairs doctrine.341 W h ere  m odification or w ithdraw al is 
com pulsory , the  ra tionale  of the  doctrine w ould  no t apply. Also, cer­
ta in  exceptions have all b u t destroyed  the  doctrine to d a y ; these  would 
ju s tify  use of th is  re levan t da ta  for th e  “ lim ited  pu rp oses” of show ­
ing know ledge th e  m anu fac tu rer had  of the  harm fu l propensities of 
the  drug, or of showing those reasonable steps which the manufacturer 
could have taken  to  correct the  dangerous situa tion .342

Negligence might also be attributed to the manufacturer in cases in 
w hich there  had been undue slow ness in  rem oving a d ru g  from  th e  
m arket a fte r an F D A  order to do so, or a fte r the  m anu fac tu re r’s ow n 
vo lu n tary  decision ; o r negligence m ig h t be a ttrib u ted  to  a failu re, 
a fte r an o rder or decision to  w ith d raw  the  product, to  recall stock on 
hand from  pharm acies and d ispensaries.343

C. Inefficacious Drug— Failure to Cure
In  a situa tion  in w hich an eth ical d ru g  fails to  cure a certa in  d is­

ease w hich it pu rp o rts  to  cure, reliance upon the  d ru g  by a docto r 
and his p a tien t m ay agg rav a te  th e  p a tie n t’s condition and leave him  
w ith  a perm anen t d isability  w hich he w ould n o t have suffered had 
he been adm inistered  ano ther, m ore effective m edicine. Such a lack 
of efficacy in  a d rug  m ay be caused e ither by  an in heren t lack of

340 See discussion, at footnote 281.
341 The argum ent 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, exposing others to 
injury. See generally 1 Frum er §12.04; 
McCormick, Evidence § 77, at 159, § 252, 
a t 543 (1954) ; 2 W igmore, Evidence 
§ 283 (3d ed. 1940) ; Annot., 64 A. L. R. 
2d 1296 (1959).

342 See works cited in footnote 341. In
Young v. Parke, Davis & Co., 49 Pa. 
Super. 29 (1912), a veterinarian used an 
experimental drug made by defendant 
upon plaintiff’s horse; apparen tly  the

m anufactu rer soon th e reafter changed 
the form ula to  m eet the possibility  of 
fu ture w ron g  use. T h e court held th a t 
evidence of th is change could no t be 
introduced.

343 In  a recen t un reported  case the 
basis for liability was failure to recall 
a d rug  w ithdraw n from  the m arket at 
a proper speed from  a hospital d ispen­
sary  w here it w as still on hand. I t  
w as adm inistered to the plaintiff n ear­
ly one year after w ithdraw al. T h e  
settlem ent, in Gibson v. E li L illy & Co., 
w as accepted by the Suprem e C ourt 
in Buffalo, N. Y. Reported, Drug N ew s  
W eekly, Nov. 28, 1962, p. 15.
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ab ility  to cure or by a defective batch  from  w hich the active ingredient 
has been om itted . T he question posed in th is section is w hether there 
is or should be m anu fac tu rer liab ility  in such a situation , or in one 
in  w hich a vaccine fails to g'ive im m unity  to  a disease, or w here an 
o ral con tracep tive  fails to  p reven t an unw anted  pregnancy?

T he problem  of d ru g  inefficacy because of a failure of the product 
to  m easure up to even the m an u fac tu re r’s stan dards m ay be p u t to 
one side as an easy case since th is is sim ply an im pure drug. As to  the 
inheren t lack of d ru g  efficacy— analogous to  design fau lt— such a suit 
is v irtually  w ith ou t p receden t in the eth ical d ru g  area.344 O ther types 
of p roducts liability  cases p red icated  upon safe ty  devices th a t did no t 
function  m igh t be analogized to  inefficacious drug  cases and th u s  p ro ­
vide a basis for liab ility .345 W hile  it is tru e  th a t in safe ty  device cases 
liab ility  has been found because of unsafeness and not inefficacy, still 
i t  was the failure to live up to  the  created  expectations of positive 
perform ances th a t underlay  liability . Indu cin g  use and crea tin g  re­
liance based upon a false sense of usefulness con stitu te  the culpable 
conduct of the supplier. B eyond an action for negligence or for neg li­
g e n t m isrepresen ta tion , an express w arran ty  action m igh t also be 
available in the case of an ineffective drug, since such a drug is used only 
because the m anufac tu rer has claim ed it to  be proper for a certain  
condition, and it has no t lived up to  th a t express prom ise.346

III. Injury Caused by Drug in Experimental Stage
W hen a d rug  is in an experim ental stage and has not yet been 

cleared by the F D A  for general m arketing , the situation  is very  differ­
ent, bo th  m edically and legally, from  th a t w hich has been considered 
above. W hile  there  are no decided cases in th is area, e ither against

344 An action has been filed against the 
m anufacturer of Norlutin which, it is 
claimed, failed to prevent a pregnancy. 
See Medical Economics, Jan. 1, 1962, p. 
130; 4 Personal In jury N n o s  Letter  171
(1962). Accord, Charles Lomori Sr Son  
v. Globe Labs., 35 Cal. App. 2d 248, 95 
P. 2d 173 (1939) ; Brown v. Globe Labs., 
Inc., 165 Neb. 138, 84 N. W . 2d 151 
(1957).

345 For example, Brooks v. Allis-Chal- 
mers Mfg.  Co,, 163 Cal. App. 2d 410, 329
P. 2d 575 (1958) (negligent design of 
boom safety device) ; Beckhusen v. E. P. 
Lawson Co., 9 N. Y. 2d 726, 174 N. E.
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2d 327, 214 N. Y. S. 2d 342 (1961), 
reversing 9 App. Div. 2d 536, 196 N. Y. 
S. 2d 531 (1960) (safety mechanism on 
paper cutter failed). Many cases involv­
ing failure of brakes are collected in 3 
H ursh §§ 17:10- :16.

340 See Brown v. Globe Labs., Inc., 
cited in footnote 344. The recent amend­
ments to the D rug Act expressly making 
efficacy a concern of the FD A  in New 
D rug A pplications (see footnotes 77-79, 
20 F ood D rug Cosmetic L aw J ournal 
345) may sharpen interest in the civil 
liability aspects as well.
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manufacturers or against doctor-administrators of investigational drugs,34r 
it w ould be reasonable to expect litiga tion  in the  fu tu re . In  consider­
ing m anufac tu rer liability  for in ju ry  caused by a d ru g  no t m arketed , 
it is necessary to  determ ine w h at type of person w as in jured . F ou r 
types, corresponding  to the  stages of te s tin g  a new drug , can be 
d istingu ished  :

.(a) N orm al sub jects, usually  paid and under con tract, used to  de­
term ine the m ost rud im en tary  da ta  on gross effects and to ler­
ances of a norm al p e rs o n ;

(b) P a tien ts , usually  in a hospital, on w hom  the d rug  is used, no t 
in the hopes of cu ring  them  and often w ith o u t the  su b jec t’s 
know ledge.

(c) P a tien ts , usually  in a hospital, suffering from  the  condition 
sough t to  be affected, som etim es used w ith ou t the  su b jec t’s 
consent.

(d) P riv a te  pa tien ts  of physicians, trea ted  as they  w ould be if the 
d ru g  w ere cleared and on the m arket, w ith  the  consen t p a t­
te rn  being the  sam e as th a t in any  o rd inary  private situation.347 348

W h a t d istingu ishes a p roducts liability  su it in th is area is that the 
m anu fac tu rer th ro u g h  its clinical in vestiga to rs  has caused harm  w hile 
try in g  ou t a d rug  to  determ ine if it is feasible to  m arket, feasibility  
being  m easured by  effectiveness, safe ty  and profit po ten tial. T h is dis­
tinction  cuts tw o w ays. O n the p a r t of th e  p ro tago n ists  of liability  for 
harm  arising  from  an investigational drug, it m ay be said th a t the

347 There is a body of law in malprac­
tice in which the term  experimentation 
is used, opprobriously, to indicate a type 
of medical fault. In new drug experi­
mentation, however, a doctor is generally 
investigating a new drug or a new use 
of an established drug. See generally
Stetler & Moritz, Doctor and Patient and 
the Laiv 326 (1962). In  this area of the 
paper it is better to call the doctor’s work 
investigation since he is doing what is 
proper for studying pre-clearance drugs. 
H ere there would be no automatic mal­
practice because of experimentation, al­
though there is as yet no case law on this 
point. See footnotes 50-53 (20 F ood 
D rug Cosm etic L aw  J ournal  340) on 
the proper precautions such an investiga­
tor is to take. In the final stages of test­
ing, when a physician is using a drug at 
its recommended dosages upon a private

patient, the situation is indistinguishable 
from ordinary use in practice. On the 
physician’s liability in use of drugs before 
they are marketed see H atry , “Editorial,” 
4 Clin. Pharm. Therap. 4 (1963) (per­
ceptive article by a lawyer) ; Ladimer, 
“Medical Experim entation: Legal Con­
siderations,” 1 Clin. Pharm. Therap. 674 
(1960); Ladimer, “Ethical and Legal 
Aspects of Medical Research on Human 
B eings,” 3 J. Pub. L. 467 (1954) ; Lou- 
isell, “Legal Limits on Human E xperi­
mentation,” 6 Arch. Environ. Health  784
(1963) ; Markel, “Legal Considerations 
in Experimental Design in Testing New 
Drugs on Humans,” 18 F ood D rug Cos­
m etic  L aw  J ournal  219 (1963).

348 See general discussion of these re­
quirements in text beginning at footnote 
32 (20 F ood D rug Cosmetic L aw J our­
nal 336).
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•drug m anu fac tu rer is risk ing  th e  life or lim b of a person to  determ ine 
if  he has an  econom ically successful p roduct, and for th is opportun ity  
the  m anu fac tu rer should pay his w ay .349 T he  reply  m igh t be th a t the 
clinical investigation  of new drugs is necessary  in order to  p reven t a 
p ro d u c t from  being released in to the  general stream  of com m erce 
w hich is capable of harm ing  m a n y ; th a t such investigation  is requ ired  
by  law  and closely contro lled  by i t ;  and, therefore, if any th ing , the  
m an u fac tu re r should be no w orse off in such a case than  if harm  arose 
from  an estab lished d rug  and indeed should be p u t in a m ore insu la ted  
position , since it is socially desirable to  have new  drugs developed.

A. Releases and Consents; Medical Dictates
M edical and industria l practices in regard  to  ob ta in ing  releases or 

in fo rm ed consents from  sub jects is also relevan t to  m anufac tu rer lia­
bility. As to  industria l practice, it is no t uncom m on for a d ru g  m anu­
fac tu rer, th ro u g h  the  clinical investigator, to  pay a person to be a 
control or norm al sub jec t for tests. T h is  paym ent w ould tend to ex­
culpate the  m anufactu rer, a t least so long as the  paym ent is in tended 
in p a r t to cover the  risk  of in ju ry . In  the  usual s itua tion  of the  unpaid 
vo lunteer, how ever, it w ould be difficult to  m ake ou t vo lu n ta ry  con­
sen t or assum ption  of risk. E ven if he does know  th a t an experim ental 
procedure is being  practiced  on him , it is unlikely th a t the  sub ject 
realizes the  specific risk  w hich he is undertak ing . H is consent by sub­
m ission could be properly  regarded  as consent to  the procedure 
a lo ne .350

In  m ost instances, as a resu lt of F D A  requirem ents or general 
m edical p ractice ,351 a form of consent or release will be obtained from the 
p a tien t by an adm in istering  or p rescrib ing  doctor. In  th is connection 
it is of in te res t to  note the  eth ical requ irem en ts generally  sta ted  to

819 I t is difficult to find analogies in 
products liability cases since drugs are 
v irtually  the  only p roduct w hich go 
through a recognized trial 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 
the argument of the protagonists of lia­
bility.

Perhaps error lies in looking to prod­
ucts liability law  a t all as the source of 
legal analogy. I t  could be argued, ef­
fectively, th a t the closest situation is

m alpractice. T he m anufactu rer in te s t­
ing  out his d rug  is like the doctor 
tes ting  ou t a new substance. T he tro u ­
ble is, th e re  is no m ore of a body of 
law  here in the m alpractice area than  
in the  products area.

350 O n assum ption of the risk  as a 
defense, see 1 F rum er § 14; P rosser, 
Torts  § 55 (2d ed. 1955).

351 T he relationship betw een the doc- 
to r-investiga to r and the m anufactu rer 
w ho will eventually  m arket the d rug  
varies. T h e  m ost com m on relationship, 
and the one assum ed 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 following stipulations 
are those established by the American Medical Association (A M A ) : 352

(a) Secure the  consent of the  p a tie n t;
(b) U se drugs supplied only from  a repu tab le  source and only if 

the  m anu fac tu rer provides w ritten  in form ation on anim al ex­
perim en ts, previous clinical investigations, recom m ended dos­
ages, know n contra-indications, side effects encountered, and 
know n safe ty  and efficacy of the  d ru g ;

(c) P erform  tests under adequate m edical p ro tection  ;
i(d) H ave a reasonab ly  accurate diagnosis of the  pa tien t ; and
(e) Believe th a t ex isting  m ethods of trea tm en t are unsatisfacto ry .

(Footnote 351 continued.) 
cal investigations in the tex t beginning 
at footnote 39 (20 F ood Drug Cosmetic 
L aw  J ournal  338), is that the doctors 
are selected by and report to  the manu­
facturer, and their agreement with the 
com pany can be broken by the la tte r 
a t any tim e. I t  is also possible for re­
searchers to  do independent, unsolic­
ited w ork  on a drug, although  they 
usually  will a t least have to  go to  the 
m anufactu re r for a supply of the drug. 
A dm ittedly , even the doctors w ho are 
picked by the  com pany and who report 
to  it a re  independent to  a  certain ex­
ten t. T h ey  can often select the num ­
ber of patients, the  type of exam ina­
tion to  be made, and the dosage and 
the  duration  of the  study. N everthe­
less, the assignm ents of the doctors 
and the suggestions in the clinical 
b rochures furnished them  by the m an­
ufac tu rer constitu te  general directions 
on how  to  proceed. Indeed, if testing  
is no t uniform  it m ay be im possible to 
com pare the  resu lts  of one investiga­
tion w ith th a t of another. T he m anu­
factu re r know s th a t it has certain  com ­
prehensive data w hich it m ust supply 
in suppo rt of its N D A , and these 
needed pieces do no t fall into place by 
accident.

T h e issue is w h ether the elem ents of 
selection and direction mentioned above 
w ould im pute negligence of the inves­
tiga to r du ring  the tests  to the m anu­
factu rer. L abeling  the doctor an “in­
dependent co n trac to r” is no t a solu­
tion because there are aspects of true

agency in the relationship and because 
the  law no longer au tom atically  aw ards 
im m unity from  vicarious liability to  
the em ployer of an independent con­
trac to r. P rosser, Torts  § 64 (2d ed. 
1955); 2 H a rp e r & Jam es §26.11. M ore 
im portan t is an evaluation of the n a­
ture of the investigator’s acts and om is­
sions, and the benefit derived by th e  
d rug  house. D ifferent results m igh t 
follow, for example, if the  liability a s ­
serted is for the  in jury  of a subject 
du ring  the  trials, the topic of this 
section, as com pared to  the situation 
in w hich previous careless testing  by 
the  investigator is being urged as a 
g round of negligence w here a pa tien t 
is harm ed by the d rug  after it is m ar­
keted. A t this poin t it is in teresting  to 
inquire what the theory of action against 
the m anufactu re r is. W hile th is paper 
has been fram ed in term s of negli­
gence in m aking and selling, it is also 
possible to  envision liability here in 
term s of “m alpractice”— the doctor’s 
m alpractice is th a t of the m anufactu re r 
under principles of respondeat super­
ior. As to  the tw o aspects of investi­
gational negligence discussed above, 
subject in ju ry  and careless testing, 
m anufactu re r negligence w ould be ap­
plicable to both, but m alpractice would 
probably  be applicable only to th e  
form er.

sss R eply to Q u e ry , A. M. A . N ew s , 
July 10, 1961, p. 4 ; AM A, Opinions and 
Reports of the Judicial Council 14(1960) ; 
A M A , Medicolegal Forms 37 (1961). In 

(Footnote continued on next page.)
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Specifically as to the  consent requirem ent, a tten tio n  has a lready 
been given to the ba ttle  w hich developed w hen th e  F D A  and m em bers 
of Congress advocated p lacing in the  proposed new  d rug  regulations 
a requ irem en t th a t a clinical in vestiga to r ob ta in  an informed consent 
from  every p a tien t or sub jec t before an investigational d rug  could be 
adm in istered .353 M assive criticism  from  organized m edicine and ind i­
vidual p rac titioners of h igh sta tu re , as w ell as from  the  d rug  in du s­
try , led to  m odification of the  requirem en t, leav ing a loophole no t 
requ iring  consent if it w ould no t be scientifically feasible or good for 
the  p a tien t.354 A seem ing conflict exists betw een the  A M A  leg islative 
a ttitu d e  th a t consen t should no t alw ays be requ ired  and its ethical 
pronunciam ento  th a t  it is an ob ligation of the  doctor to  alw ays ob tain  
an inform ed consen t.355 A  partia l exp lanation  m ay lie in app ly ing  the  
A M A  rules to the  final stage of d ru g  testing , w here th ere  is a private  
patien t-physic ian  relationsh ip , and n o t to  the  h igh ly  im personal true  
investigational stages. Such a line is no t only hard  to draw  b u t it is 
also hard  to  justify .

If the m anu fac tu rer is m entioned in the  release, and especially if it 
runs to the  m anufactu rer, the  release w ould probably  p ro tec t him  from 
su it for harm  caused by the  drug. E ven if th e  form  did no t m ention 
the manufacturer, the same concept of agency which makes the manufac­
tu re r  liable for the experim en ter’s m alpractice could be applied to 
m ake the  m anu fac tu rer the  principal w hose agent, th e  doctor, receives 
th is release or consent. T h is w ould be so, how ever, only if it w ere an 
inform ed consen t and a know ing  and unam biguous release. T he  pa­
tien t w ould have to  know  m ore th an  th a t he w as being trea ted  w ith  a 
new d rug  no t y e t on the  m arket. H e w ould have to  know  the  risks 
associated w ith  the  specific drug , including such details as w ere know n 
or should have been know n to the  m anufacturer.

B. Negligence Actions
O n w h at basis could a negligence action  be b rou gh t w here harm  

arises from  a d rug  w hich is in its pre-clearance stages?  I t  w ould seem
(Font-note 352 continued.) 
the last reference, note especially F orm  
29, “Authority for Treatm ent with Drugs 
U n der Clinical Investiga tion ,” a form  
of perhaps questionable validity since 
it does not on its face purpo rt to in­
form  the pa tien t w hat the actual risks 
are but only generally  th a t the p ro ­
cedure is experim ental. See tex t be­
ginn ing a t footno te 347.

353 See footnote 44 (20 F ood D rug 
Cosmetic L aw J ournal 339).

334 See footnote SS (20 F ood D rug 
Cosmetic L aw J ournal 341).

333 T his is pointed out by L ear, “H u ­
m an G uinea P igs and the L aw ,” Satur­
day Review, O ct. 6, 1962, p. 55. I t  is 
possible th a t the whole consent re ­
quirem ent in m edical practice is in­
serted m ore to  insulate the doctor 
from  suit than  to inform  the patient. 
T he m edical profession tends to feel 
th a t no laym an can really  be told w hat 
a drug  is and w hat it is being used for.
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th a t an action  here w ould be no d ifferen t th an  a negligence action in 
th e  case of an  estab lished  drug . I t  w ould be difficult to  requ ire  more 
care here th an  in estab lished d ru g  cases, since the  m anu fac tu rer p ro ­
ceeds un der g rea te r handicaps and w ith  less know ledge. Som e of the 
specific acts or om issions w hich m ig h t be found to  con stitu te  neg ligent 
deviation from  the general s tan dard  of care in th is area could include 
th e  follow ing:

(a) F a ilu re  to inform  the  doctor of know n side effects or co n tra ­
indications w hich have tu rn ed  up in previous anim al or human 
sub jec t t e s t s ;

(b) F a ilu re  to  know  about existence of side effects or co n tra ­
indications because of inadequate previous testing , e rro rs in 
studies, choice of poor investiga to rs, or th e  l ik e ;

(c) F a ilu re  to com ply w ith  F D A  regulations re la tin g  to  the proper 
m ethod of conducting  investigations or m aking repo rts  there­
on, v io lated  provisions of w hich are p rox im ately  re la ted  to 
the  subsequen t in ju ry ;

(d) U se of m ore than a necessary number of subjects and patients, 
th ereb y  exposing the in ju red  p lain tiff to  an unnecessary  r isk ;

(e) A llow ing the d ru g  to be sold by a pharm acist or used by  a 
doctor in ordinary prescription treatm ent by distributing samples 
too w idely and w ith o u t an in ten t to  benefit specifically from  
the  resu lts  of th e  use of the  d ru g  in the  particu la r case in 
w hich th ere  w as harm  ; and

¡(f) D eveloping in ten tionally  a useless o r p ractically  useless d rug  
by  e ither com bining tw o know n drugs for no benefit except 
sales or developing an  inefficacious drug.

Since it appears th a t in ju ry  or even death  of tria l sub jects can 
probably  never be elim inated, and  since the  burden  of th e ir  in ju ries 
can not fairly be put upon the subjects themselves because they are volun­
teers, or because of the social need for doing experim ents, or on the 
theory  th a t in ju ry  to the  lesser is a beneficial p ro tection  of the greater, 
solutions involving com pensation plans 356 or indem nification of d rug  
manufacturers by the government357 have also been proposed. [For foot­
note 357 see next page.]

836 See, for example, Comment, “Legal 
Im plication  of Psychological R esearch 
with Human Subjects,” 1960 Dlike L. J. 
26S. Special legislation w as proposed 
for the victim s of the C utter vaccine 
accident, H . R. 8082, 8th Cong., 1st 
Sess. (1957), but it was no t passed.

See discussion in N ote, “ S tric t L iabil­
ity  for D rug  M anufacturers: Public
Policy M isconceived,” 13 Stan. L. Rev. 
645, 651 (1963).

Individual doctors have successfully 
sought indem nity ag reem ents w ith  the 

(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 paper re­
garding the use of a negligence theory of action against the ethical drug 
manufacturer. W hen it comes to strict liability, however, there is much 
dispute—whether accomplished through w arranty theory, a strict to rt 
theory, or the theory tha t 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 
liability. 358 Any such evaluation of the maximum liability which 
should be fixed upon the drug houses, as a matter of social policy, involves 
two subordinate questions ; namely, the effect of strict liability upon the 
manufacturer and the protection it affords the consumer.359

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.360 Of all the types of products, however, ethical drugs would
(Footnote 356 continued.) 
m anufactu rers of drugs w ith  w hich 
they are experim enting. T his is re ­
ported  to be a  com m on bu t unadver­
tised practice. L asagna, The Doctors’ 
Dilemma 144 (1962).

357 A ccording to H E W  General Coun­
sel, A lanson W ilcox, the subject of 
indemnification has been proposed from 
tim e to tim e, bu t if the governm ent 
w ere to  partic ipate, legislation would 
be required and it m igh t well be lim ­
ited to only those situations in which 
the governm ent had som e contro l over 
the drug, such as o rdering  its w ith ­
draw al. Medical Tribune, Nov. 16, 1962, 
p. 8. See also Editorial, 137 Science 989 
(O ct. 14, 1960). A  possible parallel in 
legislation exists in the A tom ic E nerg y  
Act, 71 S tat. 576 (1957), 42 U . S. C. 
§2210 (Supp. IV , 1963), provisions for 
indem nification of p rivate users for re ­
ac to r explosions and sim ilar disasters. 
See Ely, “N uclear L iability , L im ita­
tions and Indemnification,” 30 Ins. Coun­
sel J. 217 (1963).

3“8 See Ehrenzweig, Negligence W ith ­
out Fault (1957) ; Dickerson, Strict L ia­
bility; Dickerson, Recent Developments; 
James, “General Products—Should M an­
ufacturers Be L iable W ithou t N egli­
gence?,” 24 Tenn. L. Rev. 923 (1957) ;

Keeton, R., “Conditional Fault in the 
Law of Torts,” 72 Harv. L. Rev. 401 
(1959) ; Prosser, “The Assault Upon the 
Citadel (S tric t Liability to the Con­
sum er),” 69 Yale L . J. 1099 (1960); 
Note, “The Cutter Polio Vaccine Inci­
dent : A  Case Study of M anufacturers’ 
Liability W ithout Fault in T ort and 
W arranty ,” 65 Yale L . J. 262 (1955) ; 
Note, “S trict Liability for D rug M anu­
facturers : Public Policy Misconceived,” 
13 Stan. L . Rev. 645 (1961) ; Comment, 
“Cigarettes and Vaccines : Unforeseeable 
Risks in M anufacturers’ Liability Under 
Implied W arranty ,” 63 Colum. L. Rev. 
515 (1963). T hese three s tuden t notes, 
incidentally, form  a m ost in te resting  
co n trast in studen t a ttitudes tow ard 
m anufactu rer liability and liberality  of 
to r t  law.

359 T his subject is badly in need o f a 
socio-econom ic study to determ ine fac­
tually  w h at the im pact of s tric t liabil­
ity  would be upon the d rug  industry . 
E x tra leg al studies of the d rug  industry  
of this type, but on different aspects, 
have been cited in footnotes 39 and 
106 (20 F ood Drug Cosmetic L aw 
J ournal 338, 349).

300 James, cited at footnote 358; Note, 
65 Yale L. J. 265, 272 (1955).
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seem to least fit this reasoning.361 Numerous factors presently hold 
the drug houses to a very high standard of care, including ( 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 m anufacture; (3) stiff competition in the industry and com­
mensurate concern for reputation ; (4) exceedingly strict governmental 
requirements and supervision ; and (5) the imposition of negligence 
law requirements. Also, some side effects appear simply to be undetect­
able, no m atter how intense the effort, until they are first encountered 
in clinical practice. I t  is not accurate, however, to declare that negli­
gence law today sets as high a standard as possible, or that strict liabil­
ity by its nature can add nothing to responsibility, being by definition 
liability without fault.382 It is conceivable that a manufacturer, in­
formed by 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 ultim ately 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 is true, of course, that a manufacturer can not accurately insure against 
harm from a new drug, because he does not know w hat type of harm

301 See “S trict Liability of M anufactur­
ers for Injuries Caused by Defects in 
Products—An Opposing View,” 24 Tenn. 
L. Rev. 938, 945 (1957) ; Prosser, foot­
note 358, at page 1119; 13 Stan. L . Rev. 
645, 646-47 (1961) ; 63 Colum. L . Rev. 
515, 538 (1963). T here seems to be little 
basis fo r m aking  a distinction, on the 
basis of preventability , as the C olum ­
bia N ote does, betw een new and es­
tab lished drugs. The deterrence of lia­
bility facto r is not m ore significant 
in new drugs than  in established ones,
especially since new side effects are 
often  discovered in thoroughly  “estab ­
lished” drugs.

363 T h is  is the  view taken in 13 Stan. 
L. Rev. 645, 646-47 (1961).

363 O n products liability insurance 
generally  see 2 F ru m er § 50; A rnold,
“P roducts  L iability  In su rance ,” 1957
W is. L. Rev. 429. Generally on the

topics of risk  spreading, loss allocation 
and the  like see Calabresi, “Som e 
T hou g h ts  on R isk D istribu tion  and the 
L aw  of T o rts ,” 70 Yale L . J. 499 
(1961) ; M orris, “E n terp rise  L iability  
and the A ctuarial P rocess—T h e In s ig ­
nificance of F oresigh t,” 70 Yale L . J. 
554 (1961). See also Sellinger, “B ene­
ficiaries of Sales W arran tie s  in New 
Y ork : Som e Q uestions and C om m ents 
on New L egal D octrine,” 4 B. C. Ind. 
& Com. L . Rev. 309 (1963), and w orks 
cited a t footno te 358. I f  the resource 
allocation justification of P rofesso r 
C alabresi w ere adopted for stric t lia­
b ility  in the ethical d rug  trade, the 
problem  of lack of fo resigh t for the 
spread ing  of risks on unforeseen drug  
reactions w ould be avoided as the lia­
bility incurred  w ould ju s t be p a rt of 
doing business.
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and in w hat degree it may be anticipated.364 However, the almost 
universal practice is for insurance to be obtained for all drugs manufac­
tured, or at least for a large number of one type, which significantly 
diminishes lack of actuarial foresight.365 366 Insurance coverage today is 
believed to be adequate for most drug reaction situations,386 except 
perhaps 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 already a form of compensation in existence through 
the industry’s policy of voluntary care for injured subjects, and its re­
imbursement of doctors who are successfully sued.367 368 Strict liability 
may also lead to the request by manufacturers that the government 
cover their losses, especially those of a catastrophic nature.388

Critics of strict liability predict th a t its imposition will harm the 
industry and thereby ultim ately hurt the consumer.369 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) delaying the m arket­
ing of needed drugs while further testing and experimentation is carried 
on. None of these arguments is valid, it is believed, when the nature 
of the drug industry is realistically considered.370

As to bankruptcy, it is hard to imagine 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. 
C utter Laboratories, often given as an example of the bankrupting 
effects of strict liability,371 is in fact very much in business today.372

364 See 13 Stan. L . Rev. 645, 648(1961).
365 L e tte r  from  Dr. Irv in g  L adim er 

to  P au l D. R heingold, A pril 8, 1963.
366 See resu lts  of a survey of m anu­

factu rers, 13 Stan. L. Rev. 645, 648-49 
(1961).

367 See foo tno te 356.
368 F o r a detailed discussion of gov­

ernm ental com pensation, see R osen­
thal, K o rn  & Lubm an, Catastrophic 
Accidents In  Government Programs 
(1963).

360 See P lan t, cited a t  footno te 361; 
Sellinger, footno te 363, at page 329; 
13 Stan. L. Rev. 645, 649-51 (1961).

370 T here  is a paucity  of lite ra tu re  on
the econom ics of the drug  industry.
See Lessing, “L aw s A lone Cannot

M ake D rugs Safe,” Fortune, M arch 
1963, p. 123; H am pton , “E thical D rugs 
— A Close L ook  a t the E m battled  
E th ical D ru g  In d u s try ,” 91 Chem. 
W eek  134 (1962) ; B auer & Field, 
“Ironic C on trast: U nited  S tates and 
U . S. S. R. D ru g  Industries ,” H arv. 
Bus. Rev. 89 (Sept.-Oct. 1962).

371 See, for example, 13 Stan, L. Rev. 
645, 648 (1961).

372 See “H ow  C utter Came Back,” 
Business W eek, Feb. 24, 1962, p. 139. 
C u tte r’s estim ated loss is there in  set 
a t $4 million, an am ount w hich in­
cludes losses on the product itself in 
p a rt occasioned by the recalling of the 
unused vaccine.
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If a particular drug company chose to absorb the costs of civil suits rathei 
than pass them on to the consumer, and if tha t company were one 
operating on a marginal profit, it might indeed be forced out of busi­
ness, but it would be hard to show that the public would thereby be the 
loser. If, on the other hand, the cost of obtaining insurance is passed on 
to the consumer, the price of drugs will concededly rise; however, it 
is not likely that it will rise significantly because of the large volume 
of sales of a particular drug which will absorb the extra cost.373

Those who attack strict liability seem to feel tha t they have dealt 
it its most stunning blow by their reference to the effect upon the re­
search on new drugs.374 375 A close examination of this assertion proves 
it to be w ithout substance, however, since a company is impelled to 
search for and develop new drugs for its very existence. To stay in 
business it m ust develop new products. No company will go out of 
business because of increased tort liability.378 Indeed, if civil liability 
were capable of such disastrous effects, such effects would already 
have been caused by the imposition of negligence liability.376 Or, if that 
would not have done it, and if this negligence liability were survived, 
the stringent governmental requirements would have administered the 
financially crippling blow. As for the final supposed “danger” of strict 
liability, the delay in m arketing new drugs, it seems difficult to say 
that a rule which requires more testing, which testing will directly tend to 
eliminate injurious qualities, is undesirable. Clearest of all is the 
proposition tha t the ultimate loss should not be borne by the individual 
who suffers a devastating reaction to a drug.377 There exist adequate

373 T he d rug  indu stry  is no t a p a r­
ticu larly  good exam ple of “elastic de­
m and.” A slight increase in cost will 
not lead either to  a significant decrease 
in dem and nor to the use of sub­
stitu tes. F o r exam ple, there is only 
one m anufactu re r of Chlorom ycetin, 
Thalidom ide, A ralen, and m ost of the 
drugs discussed in this paper, due to 
the pa ten t laws.

374 See articles cited a t footno te 369.
375 See P rosser, footno te 358, at page

1122. See also Boshkoff, “Some Thoughts 
A bout Physical H arm , D isclaim ers and
W arran tie s ,” 4 B. C. Indust. & Com. L. 
Rev. 285, 302-03 (1963). T he reason 
w hich the last au thor advances for 
the  ability  of any en terprise  to  stay
in business even after an increase in

its ex ten t of liability is th a t it has the 
ability  to  w arn  of the dangers and 
thus  shift off the  risk  to  the  consum er. 
This, how ever, is unrealistic ; it would 
be hard  to  im agine a court th a t would 
say th a t a w arn ing  w hich ran “Cau­
tion: any num ber of unknow n side 
effects may come to be associated with 
use of th is p roduct” w ould preclude a 
plaintiff from  suit. See footno te 191.

370 See P rosser, footno te 358, a t page 
1122; 65 Yale L . J. 262, 264 (1955).

377 T h ere  is, how ever, some dissent. 
O ne s tuden t au thor, for instance, has 
declared th a t “it seem s to be fortu itous 
w hether a m anufactu re r is b e tte r able 
to  shift losses than is an individual 
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.378 As stated by Professor James, 
“W hen unexpected dangers develop from the use of a valuable new 
product, the industry producing it . . . would have to compensate the 
innocent victims of those dangers.”379

V. Summary
It is concluded that as to e s ta b l i s h e d  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 w arranty action. A misrepresenta­
tion action, based upon either intent or negligence, 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
stitu te sufficient ground for negligence liability. If there has been full 
warning to the doctor (and it is only he who needs to be w arned), 
there will be no negligence, and probably no breach of warranty. The manu­
facturer may be found negligent even where he did not know of the 
effects of his drug if it can be 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 
m anufacturer 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 w arranty exists. This is especially so if a concept of strict 
liability is applied. The role of allergy as a defense is minor, if ap­
plicable at a l l ; but contributory negligence, assumption of risk, and 
intervening negligence of the doctor are available defenses. Liability 
for harm arising 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] * 307

3,8 See discussion re la tin g  ex tra-haz- 870 Jam es, “P rodu cts  L iability ,” 34 
ardous activities to d rug  liability be- Texas L . Rev. 192, 215 (1955). See also
g inn ing a t tex t accom panying footno te K eeton, R., Legal Cause in the Law  of
307. 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 W as 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.

AS T H E  T IT L E  O F  M Y T A L K  IN D IC A T E S , I propose to  dis­
cuss briefly w ith  you today  the  role of scientific research  in the 

Food and  D ru g  A d m in istra tion  (F D A ). I shall re la te  m y rem arks 
as specifically as possible to d rug  research , since I am  sure th a t th is 
will be of m ore in te res t to  you th an  if I w ere to  p resen t our to ta l 
research  program .

T he first question  th a t m ay well com e to  your m ind m ig h t be 
w hy th e  F D A  supports any  scientific research  program s a t all. T he 
basic m ission of F D A  is to  p ro tec t the  consum er by in su ring  the 
safe ty  and in teg rity  of our foods, drugs, th erap eu tic  devices and cos­
m etics. A t first glance, there w ould appear to  be little  requirem ent 
for scientific research  in such a m ission. H ow ever, w hen one looks 
in to  the  m echanism s w hich m ust be used to estab lish  and m ain tain  
the  safe ty  and in teg rity  of consum er goods, the  requ irem en t for 
scientific research  becom es som ew hat m ore evident. In  general, s tan ­
dards of safe ty  and in teg rity  are quan tita tive  s ta n d a rd s ; they  m ust 
be estab lished and defined on the  basis of scientific experim entation  
and  analy tical m ethodology. D ev iations from  these standards, if they 
occur, m ust also be definable in term s of scientific fact.

Specifically, the  estab lishm ent by  F D A  of effective ru les reg a rd ­
ing the  safe ty  of foods, d rugs and colors m ust be based on a review  
by  skilled scien tists of the  experim ental data  subm itted  by  industry
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in sup po rt of app lications for the  d istribu tio n  of new  products. 
F u rth erm ore , th is  technical review  m ust keep in step  w ith  the  con­
s tan tly  expand ing technological base of the  food and d ru g  industries. 
F o r exam ple, over the  five-year period from  1957 to  1962, the  d rug  
in d u stry  expanded its research  expend itu res from  $104 m illion an ­
nually  to  approxim ately  $275 m illion annually , and  th is expansion is 
still con tinuing . Scientific techno logy is also expand ing a t a  rap id  
rate , pa rticu la rly  w ith  respect to  in s tru m en ta tio n  and au tom ation , as 
w e all know. If our sc ien tists  are to  serve the. best in terests  of in ­
du stry  and of th e  consum er, th ey  m u st be a p a r t of th is  steady  
stream  of scientific progress, and con tribu te  to it by th e ir ow n re ­
search efforts. O u r scientific research  should assist in answ ering  
questions of the  m om ent, w here the  da ta  are  inadequate  or incon­
sisten t. I t  should also provide a sound basis for u n derstan d in g  fu tu re  
technical prob lem s as they  arise. O nly by m ain ta in ing  an active 
research  com petence can we expect our sc ien tists to  be able to  cope 
w ith  th e  rap id  progress being m ade today in science and in industry . 
T hese  then  are som e of the  reasons for the  m ain tenance of an active 
scientific research  prog ram  by th e  FD A .

FDA’s Research Structure
L e t us now  take a brief look a t the research  s tru c tu re  w ith in  the 

Food and D ru g  A dm inistra tion . R esearch prog ram s of one kind or 
ano th er are actively  in p rogress in the  B ureau  of M edicine, the  
B ureau  of R eg u la to ry  Com pliance, the B ureau  of Scientific S tandards 
and E valuation , and the  B ureau of Scientific R esearch. O f these 
various bu reau  program s, I propose to  discuss only th a t of the  B ureau 
of Scientific R esearch, since th is  is the bu reau  of w hich I am  the  
d irector, and abo u t w hose p rog ram  I know  th e  m ost. F u rth erm o re , 
the  B ureau of Scientific R esearch has by  far the  la rgest and m ost 
active research  p rog ram  w ith in  F D A , and it likew ise has a responsi­
b ility  for long-range research  as well as for research  w hich is gen­
erated  by  scientific problem s of th e  m om ent.

T he  B ureau  of Scientific R esearch is a re latively  new  o rgan iza­
tion. T he  bu reau  was organized approxim ately  one year ago to  p ro ­
vide the  F D A  w ith  an organ iza tion  w hich could devote th e  m ajo r 
portion  of its tim e and ta len ts  to  the  scientific research  problem s 
w hich are associated w ith  the m ission requirem en ts of F D A , and 
w hich w ould a t the  sam e tim e be re latively  free from  the technical 
and adm in istra tive  p ressures w hich are inevitably  associated  w ith  th e
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responsib ilities of a regu la to ry  agency. I t  is believed th a t such a 
research  o rgan ization  should be able to  m ake m uch m ore rapid  
p rog ress tow ard  the  solution of F D A ’s research  prob lem s than  w as 
possible under the  previous organ ization . I t  is n o t possible a t the 
p resen t tim e to give a true  m easure of the valid ity  of th is concept 
since, as I have indicated, th is  approach is a relatively  new  one. 
O nly the  fu tu re  will provide evidence regard in g  its  adequacy or in ­
adequacy to  m eet th e  needs w hich genera te  it.

L e t us take a m ore specific look a t th e  resources available to  the  
new  organization . T he B ureau  of Scientific R esearch p resen tly  con­
tains abou t 450 people of w hom  approxim ately  60% have a p rofes­
sional degree in one field or ano ther. O f ou r professional staff, ap ­
p rox im ately  tw o-th ird s are chem ists. T he  rem ain ing  professional 
specialists include m icrobiologists, pharm acologists, biologists, v e te r­
inarians, m edical officers, m athem aticians, food techno log ists, and 
physicists. T he  la rg est group  o ther than  chem ists consist of m icro­
biologists, to the  extent of approximately 14% of the  to ta l professional 
staff, followed by pharm aco log ists and m edical officers w ho com prise 
9% of th e  to ta l staff. T he  o ther specialists are p resen t in  re latively  
sm all num bers.

L ooking  m ore closely a t the  chem ists am ong our professional 
personnel, we find th a t approxim ately  48% are analytical chem ists, 
followed by 26% biochem ists, and 21% general chem ists. W e also have 
a few  organ ic and physical chem ists.

I t  is clear from  th is professional ta len t profile th a t  our m ajo r 
research  p rog ram s em ploy the  disciplines of chem istry , m icrobiology, 
and pharm acology, supported  by  a num ber of o ther disciplines to  a 
m inor extent. W ith in  the  field of chem istry , o u r m ajo r in te rest is 
clearly  analy tical chem istry , b u t there  is also a significant em phasis 
on b iochem istry  and nu trition .

T h is g roup  of professional personnel is supported  by a budget 
which currently amounts to approximately $5.5 m illion a year. A lm ost 
all of th is budget is devoted to  in-house research . I feel th a t th is is 
a m ajor im balance a t the  p resen t tim e and I am doing w h at I can to 
expand the  support of our research  prog ram  by research  g ran ts  and 
con trac ts  placed ou tside of ou r o rgan ization . If w e can increase our 
ex tram u ral research  program  significantly , I feel th a t the  resu lting  
to ta l p rog ram  will provide us w ith  a m uch b e tte r o p po rtun ity  for 
ob ta in ing  new  research  ideas and concepts th an  w e now  have.
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W ith  regard  to facilities, our laborato ries a t the  p resen t tim e are 
located  in W ash in g to n  and w e have a special anim al pharm acology 
lab o ra to ry  a t Beltsville, M aryland. O u r laborato ries a t the m om ent 
are crow ded and re la tively  inadequate  w ith  respect to  m odern requ ire­
m ents. H ow ever, ju s t being com pleted is an  up-to-date m odern 
lab o ra to ry  bu ild ing  in W ash in g to n , w hich will house m ost of our 
research  activities. W e expect to  occupy these new  and very  m odern 
labora to ry  qu arters som e tim e nex t spring.

W hile I have indicated  th a t ou r cu rren t labora to ry  facilities leave 
m uch to be desired, I m ust hasten  to add th a t, in m y opinion, our 
lab o ra to ry  equipm ent is excellent. W e have every varie ty  of m odern 
equipm ent w hich can be useful to  our research  prog ram  and w e have 
som e advanced research  equipm ent w hich is found to  only a lim ited  
ex ten t elsew here. T h is po in ts up one of our m ain program  objec­
tives, w hich is to  keep ab reast of m odern technological developm ents 
in lab o ra to ry  research  regard less of th e ir  sophistication , so th a t  we 
m ay exploit fully  the  possible application  of such new  techniques to 
th e  rou tine  technical requ irem en ts of the  en tire  F D A  organization .

I should now  like to  give you a few specific exam ples of the  
types of research  cu rren tly  in p rogress w ith  respect to drugs. In  the 
field of analy tical chem istry  for exam ple, w e are app ly ing  m odern 
techniques of U V , IR , and N M R  spectrom etry  to  the dififerentiation 
of d rug  isom ers, the  detection  of cosm etic com ponents, and th e  p re­
cise identification of very  sm all quantities of know n drugs. W e have 
recen tly  published a com prehensive lib rary  of the  in frared  spectra  of 
a varie ty  of know n drugs, and I have here an exam ple of th is publica­
tion. In  the field of nuclear m agnetic resonance or N M R  spectra , we 
are pioneering the  application of th is pow erful tool to  the  identifica­
tion  of a w ide varie ty  of pharm aceu tical substances. As a first step 
in the  process, w e are p reparin g  an N M R  lib rary  com parable to  the 
IR  lib rary  I ju s t m entioned. W e constan tly  seek to  provide im proved 
chem ical procedures for the precise analysis and identification of 
N ational F o rm ulary  item s, and w e also have a program  on im proving 
th e  U .S .P . m ethods for the chem ical analysis of various drugs. An 
additional exam ple of our research is a program  for ob ta in ing  optical 
crysta llog rap h ic  da ta  on all N ational F o rm ulary  X II  crysta lline  sub­
stances so th a t these m ateria ls can be precisely identified under the 
crysta llog rap h ic  m icroscope.

A nother one of our research prog ram s w hich will be of in terest 
to  you is the  so-called “pillistics” program . H ere  we are concerned
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w ith  the identification of d ru g  tab le ts  or pills w ith  regard  to  th e ir  
site of m anufacture . W e have assem bled a large  collection of d ru g  
tab le ts  from  m any m anu fac tu ring  sources and have catalogued these  
tab le ts  in te rm s of their physical characteristics, such as size, shape, 
color, p ro p rie ta ry  m ark ings and m arks associated  w ith  the use of 
specific dies or presses to  produce the  tab le ts. W ith  th is in form ation 
available, we feel th a t we can identify  alm ost any d rug  tab le t sub­
m itted  to us w ith  respect to the  place of m anufacture, a t least w ith in  
the U nited  S ta tes. T h is in fo rm ation  is p rim arily  of value to  us in 
help ing  to estab lish  the  id en tity  or spuriousness of d rug  tab le ts  col­
lected by our field inspectors from  e ither labelled or unlabelled 
sources. W e use the  com parison m icroscope for th is purpose, qu ite  
analogous to  th e  procedure used by police labora to ries in de term in­
ing  w hether or no t tw o differen t bu lle ts have been fired from  th e  
sam e gun. I t  is because of th is analogy th a t w e have labelled th is  o u r 
“p illis tics” program .

T u rn in g  now  to certain  biological aspects of our d ru g  research 
program , an  im p o rtan t research  area re la tes to  drug bioassay. N o t 
in frequently , a characteristic  biological effect of a d ru g  m ay be th e  
best m easure available of the  potency of a d rug  preparation . W e seek 
im provem ent w ith  respect to specificity or sim plicity  in the  bioassay 
of drugs. F o r exam ple, we are cu rren tly  evalua ting  m ethods for de ter­
m in ing the  biological ac tiv ity  of thyro id  preparations. W e are also 
exp lo ring  the  possible use of d rug-induced ven tricu lar fibrillation as 
a basis for evaluating  the efficacy of an tia rry th m ic  drugs proposed 
for clinical use. W e are also developing tissue cu ltu re  techniques as 
a basis for a b e tte r un derstan d in g  of the action of d rugs a t th e  
cellular level.

A n other aspect of our biological research  prog ram  rela tes to  the  
precise m easurem ent of skin irritan cy  and eye irritancy . W e are  
m easuring  the  skin irritan cy  of certa in  cosm etic com ponents, and the  
eye irritan cy  of plastic con tact lenses. O u r goal here is n o t so m uch 
the  m easurem ents them selves b u t ra th e r  the  developm ent of experi­
m ental techniques w hich will be of d irect app licability  to  m an. W e 
also have som e basic studies un derw ay w ith  regard  to  the  m echanism s 
of skin and eye penetra tion , and of skin sensitization .

As I indicated  earlier, I have lim ited m y exam ples of research 
in prog ress largely  to d rugs and re la ted  areas. J u s t  for the  record, 
I should like to add here th a t w e also have research  p rogram s on 
various scientific aspects of the  safe ty  and in teg rity  of foods as well
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.as d ru g s ; research  p rogram s w hich parallel in m any w ays those 
I have ju s t described for d rugs, and w hich likew ise serve to  sup po rt 
F D A  in the  d ischarge of its  assigned m ission.

I should like to  add one final w ord  w ith  regard  to  our research  
philosophy. All of the research  prog ram s th a t  I have described to 
you today  are, in m y opinion, in the  area  of applied research. Y ou will 
have no ted  th a t the  research  objectives are invariab ly  associated  w ith  
som e specific aspect of e ither the  safe ty  or th e  in teg rity  of a d ru g  
or a th erap eu tic  device. I feel th a t th is  is th e  w ay it should  be. 
Scientific research  on foods, d rugs and  cosm etics has an im p ortan t 
role in the accom plishm ent of the  F D A  m ission. O ur goal is the 
estab lishm ent and m ain tenance of a scientific research  capability  
w hich will sup po rt F D A  objectives no t only for the p resen t b u t also 
fo r  the fu tu re. [T he  E nd ]

DRUG ABUSE CONTROL AMENDMENTS BECOME LAW
O n J u ly  IS, 1965, the P resid en t sign ed  th e  “D ru g  A b u se  C ontrol 

A m en d m en ts o f 1965.” T h e am en d m en ts are design ated  “A n A ct to  
protect the public hea lth  and sa fe ty  by am en d in g  the F ederal F ood , 
D ru g  and C o sm etic  A c t to  estab lish  specia l con tro ls for d ep ressant and 
stim u lan t drugs and cou n terfeit drugs, and for o th er p u rp oses.” T h ey  
becom e effective th e  first day of the seven th  m on th  after enactm ent, 
that is, on F ebru ary 1, 1966.

T h e  am en d m en ts provide stron ger co n tro ls over m anufacture, d is­
tribution , d elivery and p ossessio n  of coun terfeit drugs and of depressant 
and stim u lan t drugs, in clu d in g  barbiturates ( “sleep in g  p ills”) , am p h eta­
m in es ( “pep p ills” ) and oth er p sy ch o to x ic  drugs h av in g  a p oten tia l for 
abuse b ecau se of their depressant, stim u lan t or h a llu cin ogen ic effects.

T h e law  elim in ates the n ec essity  for th e  F D A  to  prove in terstate  
traffic in cou n terfeit drugs or in d ep ressant and stim ulant drugs. T h e  
con tro ls apply  regard less of the in terstate  or in trastate origin  of the 
d ru g traffic.

U n d er the law  w h olesa lers  w h o  handle d ep ressant or stim ulant 
d ru gs m u st reg ister  w ith  the F D A , and m anufactu rers w ill be required  
to su p p lem en t their ex istin g  reg istration  if th ey  m ake th ese drugs. A ll 
p erso n s w h o  deal in th ese  drugs w ill be required to  prepare a com p lete  
and accurate in ven tory  of their sto ck s on hand as o f the effective date, 
F ebru ary 1, 1966. A fter  that, required production, sh ipm ent, and sales  
record s w ill enable F D A  to m ake any n ecessa ry  checks. P h arm acists  
and d octors w h o  d isp en se the dru gs m u st a lso  keep in vo ices and pre­
scrip tion s for the covered  drugs for a period o f three years.

F D A  in sp ectors a ssign ed  to  the illega l drug traffic area of en force­
m en t w ill have the au th ority  to  se ize  the illeg a l drugs and to arrest 
p ersons w h o  are en g aged  in illeg a l operations. Special pen alties are 
provided for th ose  w h o  illeg a lly  se ll or g iv e  the drugs to an yon e under 
21 years o f age. O th erw ise, pen alties for v io la tio n s o f the F ed eral F ood, 
D ru g  and C osm etic  A c t apply.
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Employment Practices Law
Opens a New Era in Labor Relations. .  .

. . . and CC H  is ready  to  help you get off to  a flying s ta r t on the new  rules 
forb idding d iscrim ination  in em ploym ent on account of race, color, religion, 
national origin, or sex w ith  our brand-new  E M P L O Y M E N T  P R A C T IC E S  
G U ID E . T hese new  rules are so com plex, so m any m isconceptions abound 
concerning how  they  apply  to em ployers, unions and em ploym ent agencies, 
you’ll welcom e the  official and exp lanato ry  guidance the new  G U ID E  offers 
to help com ply w ith  federal and sta te  requirem ents.

Subscribers receive a handy  V olum e a t no ex tra  charge se ttin g  ou t fed­
eral and sta te  fair em ploym ent p ractices and equal pay law s in full tex t and 
arranges and explains them  by topic. E nforcem ent, record keeping and re ­
po rting  requirem en ts and how  and w hen suits m ay be b ro u g h t and by w hom  
are explained. L abo r a rb itra tion  aw ards and N L R B  decisions on racial and 
o ther forbidden types of discrim ination  are included.

C u rren t issues keep subscribers in step w ith  changes in F E P  rules and 
pertin en t activ ities of federal and sta te  com m issions and agencies. T hey  
provide official coverage of p ertin en t laws, regulations, ru lings and  decisions 
and also explain  w ho m ust com ply, w h a t con du ct is u n law fu l in h irin g , 
p rom oting, lay ing  off, d ischarging and com pensating  em ployees ; how unions 
m ust handle m em bership , o rgan izing and operating  s itu a tio n s; and how  em ­
ploym ent agencies m u st tre a t job referrals.

Y o ut  OK on the attached Card starts everything your way now.
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