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REPORTS
TO THE READER

Sword or Shield.— In his article, 
“Statutory Liability: T he Federal
Hazardous Substances Labeling Act,” 
on page 412, Ralph Levine, a recent 
Food Law Institute Fellow  and at the 
present time a member of the Legal 
Department of Carter Products, Inc., 
N ew  York, has attempted to establish 
that the A ct can be a powerful sword  
in the hands of an injured consumer. 
H e carefully notes that the Act can 
also be an effective shield for the 
manufacturer who adheres to its re
quirements.

The A ct now provides the following  
benefits to a manufacturer of house
hold products:

(1) It sets up specific guidelines for 
determining which products are con
sidered inherently dangerous and which 
therefore require a warning statement; 
and

(2) It specifies in great detail, the 
content, position, and prominence of 
the warning statements which must 
appear.

“If the Act is complied with, the 
only question that would remain to be 
decided in a civil suit for damages 
would be whether or not the warning 
given was adequate,” the author states.

British Food Advertising Law.— In
an article on page 441, the author,C. A. Adams, the former director of 
the Food Standards and Labeling D ivi
sion of the United Kingdom  Ministry 
of Food, presents a picture of modern

food legislation in Britain. T he author 
states that it was not until the passing 
of the 1938 Food and Drugs A ct that 
advertisements were even mentioned. 
The author continues with a rapid sur
vey of the relationship of the basic 
measures, and considers how things 
have gone since the Food and Drugs 
A ct of 1938 first brought m isleading 
labels and advertisements into the n e t

“If there are trends in food adver
tising today which are open to criticism  
as being unethical and contrary to  
the consumer’s interest, there is now  
power to deal with them by regula
tion,” the author emphasizes. H ow 
ever, he goes on to  state, “I believe it 
is high time that som e of the trends 
in modern food advertising were criti
cally and officially reviewed.”

The Physician and FDA. — . .
good and potent drugs continue to  
appear for your use. But as the potency 
of these drugs increases, so generally 
does their complexity and their poten
tiality for harm. Consequently, it is 
your duty to fully inform yourself of 
the composition, mode of action, efficacy, 
and potential toxicity of these agents 
before you embark on their use. This 
information is readily available to you  
in all package inserts, in direct m ailing  
pieces, and in brief summary form  
even in prescription drug advertising. 
Y ou ow e a duty to your patient to  use 
this information.” Joseph F. Sadusk, Jr.,M. D., F D A ’s medical director, ex
pressed this opinion in an article ap
pearing at page 451.
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Statutory Liability:
The Federal Hazardous Substances 

Labeling Act -  Sword or Shield?
by RALPH LEVINE

The Following Paper W as Written by Ralph Levine, a 
Recent Food Law Institute Fellow. Mr. Levine Is in the 
Legal Department of Carter Products, Inc., New York.

TH E  IM PO SIT IO N  O F L IA B IL IT Y  based on the violation of a 
statute is not something new or foreign to the courts. The rules 
that are applicable have become settled and are discernible.
W here the violation of a statute is relied upon, the prospective 

plaintiff will be able to utilize the statute either to maintain a cause 
of action theretofore unrecognized by the law or to assist with the 
burden of proof in an existing cause of action.1 In the latter case, the 
proceeding is not a statutory one, but rather a common law action in 
negligence. The nature of the proceeding was expressed in M i d w e s t  
G a m e  C o m p a n y  v .  M .  E .  A .  M i l l in g  C o m p a n y ,2 a civil action for damages 
based upon violation of the Federal Food, Drug and Cosmetic A ct:

W e therefore assume that the plaintiffs pleaded the violation of the act 
in an effort to aid their claims of negligence on the part of defendant under the 
general rule that a violation of a statutory duty . . . designed for the protection 
of the person claiming to have been injured by reason of the violation is negli
gence . . . and an injured party may institute an action at common law for 
negligence, and set up and prove a violation of a statute . . .  as constituting a 
negligent act on the part of the defendant.8

1 See, Restatement, Torts, Sec. 286, 8 320 S. W . 2d 547 (Mo. 1959).
comment (a) at pp. 519-20 (1934). 3 Case cited at footnote 2, at p. 552.
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I t  is basic to the concept of fault liability grounded on negligence 
tha t there can be no liability where the actor conformed to the stand
ard of conduct of a reasonable man under like circumstances.4 This 
standard of conduct may be established by a legislative enactment, 
judicial decision, or may be applied to the facts of the case by the 
jury.5 * W here it is established by a legislative enactment, it may be 
interpreted as fixing a standard for all members of the community. 
Any deviation from this standard would be negligence. As was said 
in O s b o r n  v .  M c M a s te r s :

N egligence is the  breach of legal duty. I t  is im m aterial w h eth er th e  du ty  is 
one im posed by th e  ru le of com m on law requiring  the exercise of o rd inary  
care n o t to  injure another, o r is im posed by a  s ta tu te  designed for th e  p ro 
tec tion  of o th e rs  . . . .  T h e  only difference is tha t in  the  one case the  m easure 
of legal du ty  is to  be determ ined upon com m on law  principles, while in the 
o th e r th e  s ta tu te  fixes it, so  th a t th e  violation of th e  s ta tu te  constitu tes con
clusive evidence of negligence . . . .  A ll th a t the  s ta tu te  does is to  establish a 
fixed stan d a rd  by  w hich the  fac t of negligence m ay be determ ined.“

Some statutes specifically provide for the creation of civil liability. 
However, the bulk of the statutes which have been found to create 
a statutory duty are penal in nature. This fact will not prevent it 
from imposing civil liability even though there is no express provision 
for it.7

4 Charbonneau v . M acR u ry, 84 N. H . 
SOI, 153 A. 457 (1931); Osborne v. 
M on tgom ery, 203 W is. 223, 234 N. W . 
372 (1931); See, Jam es, “T he Q uali
ties of the  R easonable M an in N egli
gence Cases,” 16 M issou ri L a w  R ev iew
(1951); Seavey, “N egligence— Subjec
tive o r  O bjective,” 41 H a rva rd  L a w  
R e v ie w  1, 27 (1927); R esta tem ent, T orts, 
Sec. 283 (1934).

s See, Low ndes, “ Civil L iability  C re
ated  by Crim inal L egislation ,” 16 M in 
nesota L a w  R e v iew  361 (1932); M orris, 
“T h e  R elation of Crim inal S tatu tes to 
T o r t  L iability ,” 46 H a rva rd  L a w  R e 
v iew , 453 (1933); N otes, 32 Columbia  
L a w  R e v ie w  712 (1932); 13 Cornell L a w  
Q uarterly  634 (1928); 19 M innesota L a w  
R e view  666 (1935); R esta tem ent, T orts, 
Sec. 285 (1934).

“ 40 M inn. 103, 105, 41 N. W . 543, 544 
(1889). See, T hayer, “ Public W ro n g  
and P riv a te  A ction,” 27 H a rva rd  L a w  
R e v ie w  317, 322 (1914).

''P arker v . B arnard, 135 M ass. 116 
(1883); K avan agh v. N e w  Y o rk , 0 .  &
STATUTORY LIABILITY

W . R . Co., 196 App. Div. 384, 187
N. Y. S. 859 (1921), aff’d 233 N. Y. 
597, 135 N. E . 933 (1922). T his resu lt 
has been explained by postu la ting  th a t 
a  reasonable m an w ould obey the crim 
inal law, and if he does not, he is no t 
ac ting  as a  reasonable m an an d  th e re 
fore m ust be negligent; T hayer, cited 
a t footno te 6. P rosser, in 32 M innesota  
L a w  R e v iew  105, 108 (1948), sets fo rth  
w hat he feels to  be a  m ore sensible 
theory :

“N o  doubt the m ost tenable explana
tion is th a t the court finds in the 
s ta tu te  an expression of a  policy for 
the  protection  of a  pa rticu lar class of 
people against th e  forbidden conduct, 
and th a t in fu rtherance  of th a t policy 
it is proceeding by a  species of judicial 
legislation, well g rounded in  precedent, 
to  afford an  additional rem edy of its 
own. If  there  has to  be a theory , this 
one a t least preserves som e leeway for 
discrim ination, and avoids th e  s tra it 
jacket of any reasoning w hich w ould  

(Continued on fo llow in g  page.)
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In many cases, the evident policy of the legislation is to  protect 
only a limited class of individuals, and the plaintiff must bring him
self within that class in order to maintain an action based on the 
statute.8 The same limitation is further expressed in the requirement 
that the harm suffered must be of the kind which the statute was gen
erally intended to prevent.9 W here the statute is interpreted as hav
ing been intended to protect the class of persons in which the plaintiff 
is included against the risk of the type of harm which has in fact 
occurred, the weight of authority holds that an unexcused violation 
is negligence per se and that the court must so direct the jury.10 The 
question of negligence is no longer an issue in the proceedings. The 
defendant’s liability is based upon the failure to comply with an 
absolute rule of law embodied in the statute, rather than a social 
standard created by the jury for that particular case.11

A considerable minority has held that violation of a statute is 
only evidence of negligence which the jury may accept or reject as it 
sees fit.12 W hen translated into procedure, this rule simply means 
that the jury is to have the function of deciding the fault issue. Here, 
instead of the legislature creating and setting the standard, the jury 
sets one of its own.13
(F ootnote 7  continued.) 
resu lt in a rigid ru le allow ing a  to rt 
action for all dam ages resu lting  from  
any crim inal act.” C ontra, R ichm ond  
v . W arren  In stitu tion  fo r  Savings, 4 
N egligence Cases 904, 307 M ass. 483, 
30 N. E. 2d 407 (1940); Low ndes, cited 
a t footnote 5.

8 M eshbesher v. Channellene O il &  
Mf g .  Co., P roduct L iability Cases 824, 
107 Minn. 104, 119 N. W . 428 (1909); 
B oronkay v. Robinson &  Carpenter, 247
N. Y. 365, 160 N. E . 400 (1928); K e lly  
v. H en ry  M uh s Co., 71 N. J . L aw  358, 
59 A. 23 (1904).

* Lang v. N e w  Y o rk  C entral R. R. Co., 
255 U. S. 455 (1921); St. Louis, S. F.
R . Co. v . C onarty, 238 U . S. 243 (1914); 
Low ndes, cited a t footnote 5.

w L arkins v. K oh lm eyer, 229 Ind . 391, 
98 N. E . 2d 896 (1951); M artin  v. 
H erzo g , 228 N. Y. 164, 126 N. E. 814 
(1920); Schell v. D u  B ois, 94 O hio  St. 
93, 113 N. E . 664 (1916). See, N otes, 
32 Columbia L a w  R e v ie w  712 (1932);
PAGE 41 4

29 K en tu cky  L a w  Journal 489 (1941); 
R estatem ent, T orts, Sec. 286 (1934).

11 See note, “T h e  Effect of P u re  Food 
S tatu tes on Civil L iability ,” 26 V ir
ginia L a w  R e v ie w  100 (1939). T h e  
au thor of this note states th a t there is 
a fundam ental distinction betw een neg
ligence in th e  sense of lack of due care 
and negligence as a m a tte r of law 
arising  from  the violation of a  s ta tu 
to ry  duty. In  the  form er case, the 
m easure of the legal du ty  is determ ined 
by the  ju ry ; in th e  la tte r it is p rede ter
m ined by the  legislature. Since the 
leg islature is param ount, he feels it 
w ould be incorrect to  refer to  a  viola
tion of a s ta tu to ry  d u ty  as only  prim a 
facie evidence of negligence o r as m ere 
evidence of negligence.

11 Guinan v . Famous P la yers-L a sk y  
Corp., 267 M ass. 501, 167 N. E . 235 
(1929); Jones v. C o-O pera tive A s s ’n, 109 
Me. 448, 84 N. E. 985 (1912).

13 See M orris, cited at footno te 5.
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A few jurisdictions have held that the violation of a statute creates 
a presumption of negligence.14 This presumption can be rebutted 
where the defendant can show adequate reasons for noncompliance. 
In the absence of such showing a binding instruction m ust be given.

Proximate Cause
Regardless of whether the violation of a statute is considered as 

negligence per se, evidence of negligence, or a presumption of negli
gence, the plaintiff, to be entitled to  recover, m ust show a casual con
nection between the injury received and the violation of the statutory 
prohibition or mandate. In other words, he m ust show that the vio
lation of the statute was the proximate cause of the injury.15

Foreseeability and Due Care
Common law negligence is conduct which falls below the stand

ard established by law for the protection of others against unreason
able risk. I t  involves a foreseeable risk, a threatened danger of injury, 
and conduct unreasonable in proportion to the danger. If the defend
ant could not reasonably foresee any injury as the result of his act, 
or if his conduct was reasonable in the light of w hat he could anticipate, 
there is no negligence, and therefore no liability.16 However, where 
the negligent act, complained of is based on the violation of a statute, 
the person guilty of it is liable for the consequences, whether he could 
have foreseen them or not.17 This is predicated upon the principle 
tha t when an act is forbidden by express provision of law, the standard 
of the legislature becomes absolute. For the very same reason, lia
bility will be imposed irrespective of the amount of care the defendant 
might have exercised.18

u S a tterlee  v. O range Glenn School 
D ist., 29 Cal. 2d 581, 177 P . 2d 279 
(1947); N adeau v . P erk in s, 135 Me. 215, 
193 A. 877 (1937); L andy v. H u bert, 
101 V t. I l l ,  141 A. 593 (1928).

“  C ary v. L o s  A n geles R y . C o., 157 
Cal. 599, 108 P . 682 (1910); M ilbu ry  
v. T urn er C entre S ystem , 247 M ass. 358, 
174 N. E. 471 (1931); K linkenstein  v. 
T h ird  A ve . R . Co., 246 N. Y. 327, 158
N. E. 886 (1927).

M M endelson v. D avis, 281 F. 18 (CA-8 
1922); N unam  v . B ennett, 184 Ky. 591, 
212 S. W . 570 (1919); Stephens v. 
M utual L um ber Co., 103 W ash . 1, 173 
P . 1031 (1918); C arpenter, “W orkable

Rules for Determining Proxim ate Cause,” 
20 C alifornia L a w  R e v ie w  229, 396
(1932); F oster, G rant, and Green, “The 
R isk T h eo ry  and P rox im ate  Cause,” 
32 N ebraska  L a w  R e v ie w  72 (1952); 
R estatem ent, T orts, Sec. 435 (1934).

17 L ynghaug v . P a y te , 247 Minn. 186, 
76 N. W . 2d 660 (1956); B u tts v. 
W ard , 227 W is. 387, 279 N. W . 6
(1938); 56 A. L. R. 2d 1090 (1957).

18 W h ite  v . R ose, 241 F . 2d 94 (CA - 
10 1957); Donaldson v. G reat A tlan tic  
&  Pacific T ea Co., 1 N egligence Cases 
96, P roduct L iability Cases 942, 188 
Ga. 870, 199 S. E. 213 (1938).

STATUTORY LIABILITY PAGE 415



Compliance with a Statutory Duty— Only Evidence of Due Care
W hereas violation of a statute may be negligence, it should be 

noted tha t compliance with it will not in all cases be considered due 
care. The statutory standard may be only a minimum and does not 
necessarily preclude a finding that the actor was negligent in failing 
to take additional precautions.19

Defenses: Contributory Negligence and Assumption of Risk
To the common law liability for negligence, contributory negli

gence of the plaintiff is ordinarily a good defense.20 The same is true 
for the defense of assumption of risk.21 The question has frequently 
arisen as to whether the same rules apply where the duty of care arises 
not under the common law rules of negligence, but under statutes 
prescribing or prohibiting a course of conduct.

The great majority of courts have taken the view that unless 
expressly precluded by statute, contributory negligence of the plaintiff 
is a good defense to  an action based on the violation of a statute.22 
The theory underlying the view of the majority is tha t the court will 
not abrogate a common law defense unless it is negated expressly by 
the statute.

A number of courts argue that the common law effect of con
tributory negligence is confined to actions for negligence under the 
common law. Therefore, unless contributory negligence is adopted 
expressly by the statute, they will not apply it to actions for violation 
of statutory duty.23

18 Grand T runk R . Co. v. Ive s , 144 
U. S. 408 (1892); P h illips v . R o u x  L abo
ratories, Inc., 286 App. Div. 549, 145 
N. Y. S. 2d 449 (1955); C u rtis v. P erry , 
171 W ash . 542, 18 P . 2d 840 (1933).

20 W a re v . Saufley, 194 Ky. 53, 237 
S. W . 1060 (1922) ; Chesapeake &  O. R . 
Co. v . W ills, 111 Va. 32, 68 S. E. 395 
(1910); Gilman v . C entral V erm ont R . 
Co., 93 V t. 340, 107 A. 122 (1919); 
Jam es, “C on tribu tory  Negligence,” 62 
Y ale L a w  Journal 691 (1953); R esta te 
m ent, T orts, Sec. 463 (1934).

21 B risson  v. M inneapolis B aseball &  
A th le tic  A ss ’n, 185 Minn. 507, 240 N. W . 
903 (1932); M u rph y v. Steeplechase  
A m u sem ent Co., 250 N. Y. 479, 166
PAGE 41 6

N. E . 173 (1929); C leary v. E ckart, 191 
W is. 114, 210 N. W . 267 (1926).

22 N arram ore v. Cleveland, C. C. &  S t.
L . R . Co., 96 F . 298 (CA-6, 1899); 
B row n  v. S iegle, Cooper &  Co., 191 111. 
226, 60 N. E. 815 (1901); K eenan v. 
E dison E lectric &  Co., 159 M ass. 379, 
34 N. E. 366 (1893); Bentson v. B row n , 
186 W is. 629, 203 N. W . 380 (1925); 
10 A. L. R. 2d 853 (1950) ; 171 A. L. R. 
894 (1947).

22 B yrne v . K an sas C ity  F t. S . &  M . R . 
Co., 61 F. 605 (CA-6, 1894); B artzfie ld  
v. Su tton , 180 K an. 46, 299 P . 2d 584
(1956); H airston  v . U nited  S ta tes  L ea th er  
Co., 143 N. C. 512, 55 S. E. 847 (1906); 
10 A. L. R. 2d 853 (1950).
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W here the question of assumption of risk has arisen, the majority 
of courts have held that this defense can also be asserted by the defend
ant to defeat recovery.21 * 23 24

When Contributory Negligence Is Not a Defense—  
Exceptional Statutes

There are certain statutes which seek to protect a limited class of 
persons from their inability to protect themselves. I t  has been held 
that the evident purpose of these statutes would be defeated if the 
defendant were permitted to set up the contributory negligence of the 
plaintiff, and tha t the legislature m ust have intended tha t no such 
defense should be available.25

Sometimes, as in the Federal Employers’ Liability Act, the statute 
contains express language leaving no doubt.26 However, the statute 
itself is usually silent, and the court will then find the intent from its 
character and obvious purpose, from the background of the social 
problem, and from the particular hazard at which it is directed. 
Typical cases are those of the child labor acts. These are found to  be 
intended to place all responsibility for injuries to a child upon the 
employer, thus making him liable even though he has acted in good 
faith and has employed the infant in ignorance of his age.27

A close analogy is suggested by these statutes to the pure food 
acts of various states. These are intended for the protection of

21 W h ite  v. Cochrane, 189 M inn. 300, 
249 N. W . 328 (1933); L eD u x  v. A le r t
T ra n sfer  &  S to ra g e  Co., 145 W ash . 115, 
259 P . 24 (1927); K n ip fe r  v. Sh aw , 210 
W is. 617, 246 N. W . 328 (1933).

23 M arinao v . L ehm aire, 173 N. Y. 530, 
66 N. E. 572 (1903) ; Lenahan v . P it t-  
ston Coal M ining Co., 218 Pa. 311, 67
A. 642 (1907); P in oza  v. N orth ern  Chair
Co., 152 W is. 473, 140 N. W . 84 (1913).

26 35 S tat. 65 (1908), 45 U . S. C. Secs.
51-60 (1940). (T h e  A ct provides th a t 
co n trib u to ry  negligence is no t a com 
plete defense b u t goes only to  reduce 
the  dam ages.) T h e  F ederal Safety  A p
pliance A ct does no t deprive a ca rrier 
of th e  rig h t to  in terpose the  defense 
of co n trib u to ry  negligence. H ow ever, 
by  a provision of th a t ac t the  defense 
of assum ption of r isk  is expressly  in
cluded. Schlem m er v. Buffalo R . &  
P . R . Co., 220 U . S. 590 (1911). T he 
sam e is tru e  fo r th e  F ed eral Employers’

L iability  Act. In  som e states, the  
defense of co n trib u tory  negligence in 
certain  types of actions is expressly 
abolished by statu te. F o r exam ple, 
W illiam s v . A tla n tic  C oast L in e  R . Co., 
168 N. C. 360, 84 S. E . 408 (1915) 
(in  actions by  servan ts ag ain st m asters 
fo r personal in juries).

27 Lenahan v. P itts io n  Coal M in ing Co., 
cited a t footno te 25; P in o za  v . N orth ern  
Chair Co., cited a t footno te 25. S im ilar 
s ta tu tes  are  those  prohib iting  the sale 
of firearm s and o the r dangerous a rti
cles to  m inors. P izzo  v. W iem an, 149 
W is. 235, 134 N. W . 899 (1912). T o  
the sam e effect are sta tu tes  requiring  
precautions for the  protection  of intoxi
cated  persons. H auth  v. Sam bo, 100 
Neb. 160, 158 N. W . (1916); D a vies  v . 
M cK n ig h t, 146 P a. 610, 23 A. 320 
(1892). See R estatem ent, T o rts , Sec. 
483 (1934).
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purchasers who, in many instances, are likewise little able to  protect 
themselves. But ordinary public safety statutes, like the pure food 
acts, are found to lack the special considerations and background of 
policy contained in such legislation as the child labor acts. Thus, it 
has consistently been held tha t contributory negligence is a defense 
to a charge of negligence based upon their violation.28

The Federal Hazardous Substances Labeling Act
The Federal Hazardous Substances Labeling A c t29 became law 

on July 12, 1960, with an effective date of February 1, 1961. The pur
pose of the Act was to fill the legislative gap in regulation of labeling 
hazardous household products. Economic poisons are regulated under, 
and labeled in accordance with, the provisions of the Federal Insecti
cide, Fungicide and Rodenticide Act of 1947.30 Foods, drugs and 
cosmetics are subject to the provisions of the Federal Food, D rug 
and Cosmetic Act of 1938.31 Except for the 12 chemicals listed in the 
Federal Caustic Poison Act,32 substances which were neither economic 
poisons nor foods, drugs, or cosmetics were not regulated a t the fed
eral level with respect to precautionary labeling.

The new Act is intended to cover the great variety of cleaners, 
polishes, waxes, detergents and specialty chemical products brought 
about by research during and following W orld W ar II. Many of 
these products, although toxic, are not offensive in appearance or 
odor, and physicians have become alarmed at the increasing number 
of injuries, sometimes fatal, which result from their accidental inges
tion. In the past, some products have been labeled to caution against 
m isuse; but others have not, or have not afforded the essential data 
on composition and antidotes which a physician may need. W ithout 
such information, ensuing delays in treatm ent have often proved 
fatal. In a single year, there were more than 200,000 poisonings in 
the United States, resulting in approximately 5,000 deaths and the

28 K e lly  v . John R . D a ily  Co., 56 
M ont. 63, 181 P . 326 (1919); Friedm an  
v. B eck, 250 App. Div. 87, 293 N. Y. S. 
649 (1937); K u rth  v. K ru m m e, 11 N egli
gence Cases 69, 143 O hio St. 638, 56
N. E. 2d 227 (1944); T ate v. M auldin, 
157 S. C. 392, 154 S. E. 431 (1930).

29 F ood D rug Cosmetic L aw R eports 
H 1000, 74 S tat. 372 (1960), 15 U . S. C. 
1261-1273 (Supp. 1961). C itations to  
th is act will hereinafter be cited as 
F H S L A , Sec. — .

30 F ood D rug Cosmetic L aw Reports 
11840; 61 S tat. 163 (1947), 7 U . S. C. 
135 (1958).

31 F ood Drug Cosmetic L aw R eports 
H 25, 52 S tat. 1040 (1938), 21 U. S. C. 
301-392 (1958).

32 F ood Drug Cosmetic L aw R eports 
If 950, 44 S tat. 1406 (1927), 15 U. S. C. 
401-411 (1958).
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loss of over 89,000 man-years.33 The gravity of the situation led to 
the creation of over one hundred and thirty-tw o Poison Control 
Centers throughout the country, and to the creation of a National 
Clearing House for Poison Control Centers in W ashington, D. C.34

The agitation and need for a more comprehensive law culminated 
in the passage of the Hazardous Substances Labeling Act. I t  is 
designed to warn users and parents of the inherent dangers which exist 
in things commonly seen and used around the home, to prescribe 
adequate precautionary measures, to inform physicians and others of 
the composition of a hazardous product, and to provide adequate first- 
aid measures where necessary.

Definition of a Hazardous Substance
To come within the statutory definition of a hazardous substance, 

a product m ust meet three tests. First, it m ust be in a container 
“intended or suitable for house-hold use.” 35 Secondly, it m ust be a 
substance or a m ixture of substances that is toxic,33 an irritant,37 a

33 Vital S tatistics of the  U n ited  S tates 
(1958), in press, U n ited  S tates D ep art
m ent of H ealth , E ducation  and W el
fare, N ational Office of V ital S tatistics.

34 A P oison C ontrol C enter is a  place 
to  w hich a physician can phone w hen 
called upon to  tre a t a  poisoning victim  
and obtain any  available inform ation 
concerning the  com position of the in 
gested  article and any  available an ti
dote inform ation.

33 F H S L A  Sec. 2 ( p ) ( l ) ,  F ood D rug 
Cosmetic L aw Reports If 9081. By reg 
ulation the te rm  “container” has been 
given a liberal in te rpre tation  to  include 
any carton, bottle, can, bag, tube, or 
o ther container w hich under any cus
tom ary  or reasonably  foreseeable con
dition of purchase, storage, o r use m ay 
be b rou g h t in to  o r around  the  house
hold, 21 C F R  191.1(c), F ood Drug 
Cosmetic L aw Reports 1f 9301. A lso 
included are  containers fo r such articles 
as polishes o r cleaners designed p ri
m arily  for professional use, bu t avail
able in retail stores (such as hobby 
shops) fo r non-professional use. Such 
item s as an tifreeze and rad ia to r clean
ers, a lthough principally  fo r car use, 
are  also  included because they m ay be 
sto red  in or around dw elling places.

H ow ever, industrial supplies th a t might 
be taken in to  a hom e by a service m an 
would be excluded. T h e  te rm  “house
hold” itself has been b road ly  defined 
to  encom pass a house, apartm en t or 
o ther place w here people dwell, o r in. 
o r around any related building o r shed, 
including bu t not lim ited to a  garage, 
carport, ba rn  or sto rage shed.

36 A  toxic  substance is defined as any 
substance w hich has the  capacity to. 
produce personal in ju ry  o r illness to  
m an th roug h  ingestion, inhalation, or 
absorption  th rough  any body surface. 
F H S L A  Sec. 2 (g ), F ood D rug Cos
metic L aw Reports 1f 9063. T h e regu
lations particularize “toxic” substance 
in term s of specific test procedures. 21 
C FR  Sec. 191.1(f), F ood D rug Cos
metic L aw R eports 1f 9301. Substances 
w hich are “highly toxic” are  defined 
in the A ct itself in term s of specific 
test procedures. F H S L A  Sec. 2 (h )(1 ) , 
F ood Drug Cosmetic L aw R eports 
H9065. See 21 C F R  Sec. 191.1(e), F ood 
Drug Cosmetic L aw R eports If 9301.

37 A n irritan t is defined as any sub
stance not corrosive bu t w hich on im 
m ediate, prolonged o r repeated  contact 
with norm al living tissue will induce a

(Continued on fo llow in g  page.)
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strong sensitizer,38 corrosive,39 flammable,40 or one that will generate 
pressure through decomposition, heat, or other means.41 Thirdly, it 
must be a product that “may cause substantial personal injury or 
substantial illness 42 during or as a proximate result of any customary
(F ootnote 37 continued.) 
local inflam m atory reaction. F H S L A  
Sec. 2 (j) , F ood D rug Cosmetic L aw 
R eports If 9069. By regulation  the  te rm  
is in terpre ted  to  include p rim ary  ir ri
tan t to  the skin as well as substances 
irritan t to  the eye o r to  m ucous m em 
branes. 21 C F R  Sec. 191.1(g), F ood 
D rug Cosmetic L aw R eports ff 9301.

“  A  stron g sen sitizer  is defined as any 
substance w hich will cause on norm al 
living tissue th rough  an  allergic or 
photodynam ic process a hypersensi
tivity  which becom es evident on re 
application of the sam e substance, and 
w hich is designated as such by the  
Secretary. F H S L A  Sec. 2 (k ), F ood 
D rug Cosmetic L aw Reports If 9071. 
T he regulation denotes a “strong  aller
genic sensitizer” as any substance th a t 
produces an allergenic sensitization in 
a substantial num ber of persons w ho 
come in to  contact w ith it. T he regu
lation then explains tha t an allergic 
reaction ordinarily does not develop on 
first contact because of the necessity 
of a prior exposure to  the substance in 
question. T he sensitized tissue then 
exhibits a g reatly  increased capacity to  
react to subsequent exposures and such 
subsequent exposure m ay produce 
severe reactions w ith little correlation 
to  the am ounts of excitant involved. A 
“photodynam ic sensitizer” is specified 
as any substance tha t causes an a lte ra 
tion in the skin or m ucous m em branes 
so th a t w hen these areas are  subse
quently  exposed to  ord inary  sunligh t 
o r equivalent rad ian t energy, an  in
flam m atory reaction will develop. 21 
C F R  Sec. 191.1 (i), F ood D rug Cos
metic L aw R eports If 9301. In  Section 
191.6 (F ood D rug Cosmetic L aw  Re
ports ff 9306) of the regulations, the 
Secretary, having considered the sever
ity  of reactions, and the frequency of 
occurrence, concluded th a t the  sub
stances listed in th a t regulation are 
substances th a t have a significant po
PAGE 4 20

tential for causing hypersensitiv ity  and  
therefore meet the definition of a  strong 
sensitizer.

39 A corrosive  substance is defined as 
any substance w hich in contact w ith  
living tissue will cause destruction  by 
chemical action. F H S L A  Sec. 2 (i), 
F ood D rug Cosmetic L aw R eports 
If 9067. T h e  regula tions require visible 
destruction  or irreversible alterations 
in the  tissue a t  the site of contact. 21 
C F R  Sec. 191.1(h), F ood Drug Cos
metic L aw Reports f  9301.

* The term s flammable and ex trem ely  
flammable are defined in the A ct itself 
in term s of specific test procedures. 
F H S L A  Sec. 2(1), F ood Drug Cos
metic L aw Reports ff 9073. See 21 
C F R  Sec. 191.1 ( j ) - ( l ), F ood Drug Cos
metic L aw R eports ff 9301.

41 F H S L A  Sec. 2(f) 1(A ) (v i), Food 
Drug Cosmetic L aw Reports If 9061. 
See 21 C F R  Sec. 191.l(m ) , F ood D rug 
Cosmetic L aw R eports ff 9301.

a  F H S L A  Sec. 2 ( f ) l (A ) ,  F ood D rug 
Cosmetic L aw R eports If 9061. “ Sub
stantial personal in jury  o r illness” is 
defined in the regulations as any illness 
o r in jury  of a  significant nature. I t  
does not have to be severe o r serious. 
W h a t is excluded by  the  w ord “sub
stan tia l” is a  w holly insignificant or. 
negligible in jury  or illness. 21 C F R  
Sec. 191.1 (p ), F ood Drug Cosmetic 
L aw R eports f  9301. I t  is evident tha t 
the  regula tion  does no t aid in defin
ing the scope of the term  any more than 
th e  s ta tu te  does. T h e  accom panying 
house report i.s of som e h e lp :

“T he te rm  ‘substantial,’ in the  ex
pression ‘substantial personal in jury  o r 
substantial illness,’ should be read in 
the light of the purposes of the bill. On 
the one hand, it is not intended to  im 
pose the im practicable and self-defeat
ing requirement of cautionary labeling 
against w holly insignificant or negli
gible illness o r injury, such as the very  
tem porary  indisposition th a t a child
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or reasonably foreseeable handling or use, including reasonably fore
seeable ingestion by children.” 43

The Act expressly excludes from its coverage economic poisons 
subject to the Federal Insecticide, Fungicide and Rodenticide A ct; 
foods, drugs and cosmetics subject to the Federal Food, D rug and 
Cosmetic A ct; and substances intended for use as fuels when stored 
in containers and used in the heating, cooking, or refrigeration system 
of a house.44

Prohibited Acts
The Act prohibits the introduction or delivery for introduction 

into interstate commerce of any misbranded package of a hazardous 
substance.45 The term  “misbranded package of a hazardous substance”
m igh t suffer from  eating a piece of the 
s tandard  type of toile t soap. T he  com 
m ittee recognizes th a t v irtually  every 
substance used in o r about the house
hold is capable of causing som e degree 
of illness o r in jury  if accidentally or 
intentionally  m isused. If  labeling w ere 
required to  caution against the  risk  of 
even the m ost trifling  indisposition 
there w ould hard ly  be any substance 
going into the household which w ould 
no t have to  bear cautionary  labeling. 
So th a t consum ers would tend  m ore 
and m ore  to  d isregard  label w arnings, 
thus inviting indifference to  cautionary 
s tatem en ts  on packages of substances 
p resen ting  a real hazard  of substantial 
in ju ry  o r illness. O n the o ther hand, 
the term  ‘substan tia l’ is not intended 
to  lim it the requirem ent of cautionary 
labeling to  situations in w hich the in
ju ry  or illness to  be guarded against 
w ould be severe o r serious.” H . R. 
Rept. No. 1861, 86th Cong., 2d Sess. 
to  accom pany S. 1283 (1961).

13 ‘‘R easonably foreseeable handling 
or use” is fu rther defined in the regula
tions to  include the  reasonably fore
seeable accidental handling  o r use, not 
only by the purchaser or intended user 
of the product, bu t by  all o thers in a 
household, especially children. 21 CFR 
Sec. 191.1 (r) , F ood Drug Cosmetic L aw 
Reports 9301.

T h e  A ct also provides th a t the Secre
ta ry  m ay designate any substance a 
hazardous one if, by  regulation, h e

finds th a t it m eets the th ree tests set 
out in the text. F H S L A  Sec. 2 ( f ) l (B ) ,  
F ood D rug Cosmetic L aw R eports 
j[ 9061. T he S ecre tary  can also desig
nate any radioactive substance to  be a 
hazardous one, if w ith respect to  such 
substance as used in a particu lar class 
of article o r as packaged, he de ter
m ines tha t the substance is sufficiently 
hazardous to  require labeling in ac
cordance w ith  this Act, F H S L A  Sec. 
2 (f) 1 ( C ), F ood Drug Cosmetic L aw 
Reports j[ 9061.

44 F H S L A  Sec. 2(f)2 , F ood D rug 
Cosmetic L aw R eports jf 9061. T h e 
regulations lim it the exem ption as it 
applies to  substances intended to  be 
used as fuels. T hese are exem pt from  
the requirem ents of the A ct only  while 
in containers installed o r intended to  
be installed as p a rt of the  heating, 
cooking or refrigeration  system  of a  
house. T hus, under these regulations, 
a portab le  container used for delivery 
or tem porary  additional sto rage w ould 
no t be exem pt even though it contains 
a fuel. 21 C F R  Sec. 191.61(b), F ood 
Drug Cosmetic L aw Reports jf 9361.

45 F H S L A  Sec. 4 (a ) ,  F ood D rug Cos
metic L aw Reports jf 9101. The Act 
also prohib its am ong o ther th ings:

(a ) T he doing of any  act to  the label 
of a  hazardous substance or the doing 
of any o ther ac t w ith respect to  a haz
ardous substance if such act is done 
while the substance is in in te rs ta te  com- 
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is defined to mean a hazardous substance in a container intended o r  
suitable for household use which fails to bear a label46 which states 
conspicuously:

(1) T he nam e and place of business of the manufacturer, packer, distributor, 
o r seller.

(2) T he com m on or usual nam e or the  chemical nam e (if there be no com 
m on or usual nam e) of the  hazardous substance or of each com ponent w hich 
contributes substan tia lly  to  its hazard. H ow ever, the Secretary, by regulation, 
can perm it o r require  the use of a  recognized generic name.

(3) T he signal w ord  “ D anger” on substances w hich are extrem ely flam 
mable, corrosive, o r highly toxic.

(4) T he signal w ord “W arn in g” o r “C aution” on all o ther hazardous sub
stances.

(5) A n affirm ative sta tem en t of the principal hazard  or hazards, in w ord ing 
descriptive of the  hazard.

(6) P recau tionary  m easures describing the  action to  be followed or avoided.
(7) Instructions, w hen necessary or appropriate, for first-aid  treatm ent.
(8) T he w ord “poison” for any hazardous substance which is defined as 

being “highly toxic.”
(9) Instructions for handling and sto rage of packages w hich require special 

care in handling or storage.
(10) T he  s tatem ent “ Keep out of the reach of children,” o r its practical 

equivalent."
(F ootnote 45 continued.) 
m erce o r while the substance is held for 
sale (w hether or no t the first sale) after 
shipm ent in in te rsta te  com m erce, and 
results in the  hazardous substance being 
in a m isbranded package. F H S L A  Sec. 
4 (b ), F ood D rug Cosmetic L aw R eports 
f9103.

(b) T he in troduction  into in te rsta te  
com m erce o r the  receipt in in te rs ta te  
com m erce and subsequent delivery of a 
hazardous substance in a reused food, 
d rug  o r cosm etic container, o r in a con
tainer which, though not a  reused con
tainer, is identifiable as a food, drug or 
cosm etic container by its labeling or 
o ther identification. T h e  m ere reuse of 
a food, d rug  o r cosm etic container as a 
container for a hazardous substance 
shall be deem ed to  be m isbranding 
w ithin the m eaning of the  Act. F H S L A  
Sec. 4 (f), F ood Cosmetic L aw R eports 
IT 9111. I t  thus appears tha t p roper cau
tionary  labeling in this case will not 
avail the seller.

“  T he term  label is defined in th e  A ct 
as any display of w ritten , p rin ted  or 
graphic m atter upon the  im m ediate con
PAGE 422

ta iner of any substance. I t  is fu rth er 
provided th a t any w ord, s ta tem ent or 
o ther inform ation required to  appear on 
the label m ust also appear on the ou t
side container or w rapper, if any, (u n 
less it is easily legible through the 
outside container or w rapper) and tha t 
it m ust also be given w ith  all accom 
panying lite ra tu re  containing directions 
for use, w ritten  or otherw ise. F H S L A  
Sec. 2 (n ), F ood D rug Cosmetic L aw 
R eports f  9077. T h e regulations define 
“accom panying lite ra tu re” as any plac
ard, pam phlet, booklet, book, sign o r 
o ther w ritten , prin ted  or graphic m atter 
which provides directions for use and is 
used in connection w ith the display, 
sale, dem onstration  o r m erchandising of 
a  hazardous substance. 21 C F R  Sec. 
191.1 (o ), F ood Drug Cosmetic L aw 
R eports f[ 9301. I t  is in teresting  to  note 
th a t the “directions for use” referred  to  
above can be a  prin ted  w ord, picture, 
design, or any com bination of such 
m ethods. 21 C F R  Sec. 191.105, F ood 
Drug Cosmetic L aw R eports If 9405.

" F H S L A  Sec. 2 ( p ) ( l ) ,  F ood D rug 
Cosmetic L aw R eports f  9081.
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The required statem ent must be located prominently on the label. 
I t  m ust also be in the English language and in conspicuous type which 
is in contrast by typography, layout, or color with other printed matter 
on the label.48

If the Secretary finds that the above labeling requirements are 
not adequate for the public’s protection, he may by regulation estab
lish additional requirements.49 The Act also provides that the Secre
tary  may promulgate regulations exempting substances from the 
requirements of the Act where the size of the package or the minor 
hazard presented makes full compliance impracticable.50

“  F H S L A  Sec. 2 (p )(2 ) , F ood Drug 
Cosmetic L aw R eports ft 9081. In  addi
tion, th e  regulations provide tha t bear
ing  on th e  effectiveness of a  w arn ing  
m igh t be the  effect of the package con
ten ts if spilled on th e  label. In  o ther 
w ords, the label should be as far as 
practicable of such construction  as to  
w ith stand  reasonably  foreseeable spill
age th rough  foreseeable use. 21 C F R  
Sec. 191.1(d), F ood D rug Cosmetic L aw 
R eports 1f 9301.

A  controversial regulation  is th e  one 
th a t requires th e  signal w ord, the  s ta te 
m en t of the principal hazard  o r hazards, 
and the instructions to  read carefully 
any cautionary  inform ation th a t m ay be 
placed elsew here on the  label, to  appear 
to g e th e r on the  main panel of the label. 
21 C FR  Sec. 191.101(a), F ood Drug Cos
metic L aw R eports If 9401. T he regu la
tion also  provides th a t these statem ents 
m ust be in capital le tte rs  of a  certain  
specified poin t type. 21 C F R  Sec. 
191.101(c), F ood Drug Cosmetic L aw 
R eports If 9401.

If  the product is “ highly toxic,” as 
defined in the  regulations, the  labeling 
m ust also contain, in conjunction  w ith 
th e  w ord poison, the  skull and cross- 
bones sym bol. 21 C F R  See. 191.101(b), 
F ood D rug Cosmetic L aw R eports 
119401. See 21 C F R  Sec. 191.101(d), 
F ood D rug Cosmetic L aw R eports 
1f 9401.

"  F H S L A  Sec. 3 (b ), F ood D rug Cos
metic L aw R eports 1f 9093. O n  the  basis 
of hum an experience as reported  in the 
scientific lite ra tu re  and to  the  Poison  
C ontrol C enters and the  N ational C lear
inghouse for P oison C ontrol Centers,

th e  S ecre tary  concluded th a t th e  sub
stances listed in Section 191.7 of the 
regulations (F ood D rug Cosmetic L aw 
R eports H 9307) are hazardous because 
of the ir involvem ent in accidental inges
tion. H e  fu rth er found th a t these sub
stances presen t special hazards and th a t 
the labeling required by Section 2(p) (1) 
of the  A ct (F ood Drug Cosmetic L aw 
R eports If 9081) is not adequate. H e, 
therefore, prescribed specific labeling 
requirem ents for these products. F o r 
exam ple, on carbon tetrach lo ride  p rod 
ucts, the label m ust include th e  signal 
w ord “danger” and th e  additional w ord 
“poison,” and the “skull and crossbones” 
symbol. Also, the  s tatem ent of the  haz
ard  m ust include “ M ay be fatal if in 
haled o r sw allow ed” and “avoid contact 
w ith flame or ho t surface.” 21 C F R  
Sec. 191.7(a), F ood D rug Cosmetic L aw 
R eports 1f 9307.

50 F H S L A  Sec. 3 (c), F ood Drug Cos
metic L aw  R eports 1f 9095. P u rsu an t to  
th is au tho rity  regulations have issued 
which exem pt from  the  requirem ents of 
the A ct the follow ing item s: (1) Com 
m on m atches, including book m atches, 
■ wooden m atches and safety m atches. 
(2) P ap er item s such as new spaper, 
w rapping papers, toile t and cleansing 
tissues, and paper w ritin g  supplies. (3) 
T hread , string , twine, rope, cord and 
sim ilar m aterials. 21 C F R  Sec. 191.63 
( l ) - ( 4 ) ,  F ood D rug Cosmetic L aw R e
ports If 9363.

These item s have been exem pted from 
the  labeling requirem ents of Section 
2 (p ) (1) of the A ct (F ood Drug Cos
metic L a w  R eports U9081) insofar as 
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Repeal of the Federal Caustic Poison Act
The Federal Caustic Poison Act (with one exception) is repealed 

as of the effective date of the Hazardous Substances Labeling Act, 
that is, February 1, 1961.51 Those corrosive substances which were 
covered by that statute and in the concentrations listed in that Act are 
subject to the provisions of the Federal Hazardous Substances Label
ing Act and will have to bear on their label the word “poison” instead 
of a signal word.52 However, the Caustic Poison Act will remain in 
effect in respect to any dangerous caustic or corrosive substance that 
is subject to the Federal Food, Drug and Cosmetic Act.53

Civil Actions Which Utilized Similar Federal and State Statutes
The Federal Hazardous Substances Labeling Act was patterned, 

to a large extent, after the Federal Food, Drug and Cosmetic Act. 
The majority of states which have adopted food law statutes have 
also, to a large degree, patterned them after the federal act. There
fore, it is not unreasonable to conclude that court opinions interpret
ing these statutes and similar federal and state statutes are characteristic 
of the way in which these courts will interpret the Hazardous Sub
stances Labeling Act.54

I t must be noted at the outset that federal statutes, particularly 
the Food, D rug and Cosmetic Act, have rarely been pleaded by plain
tiffs. In contrast to this the state statutes, especially in recent years, 
have been pleaded with increasing frequency.55
(F ootnote 50 continued.) 
they apply to  the products considered 
hazardous because o f being “flammable,’’ 
"h ighly flam m able,” o r “ex trem ely  flam 
m able” as defined in Section 191.1 (k ) of 
the  regulations ( F o o d  D r u g  C o s m e t i c  
L a w  R e p o r t s  H 9301). T he fact th a t 
these item s had to  be excepted from  the 
requirements of the A ct indicates that 
the A dm inistra tion  considered them  
w ith in the provisions of the Act. T he 
na tu re  of these item s reveals the  broad 
in te rp re ta tion  the  A dm inistra tion  will 
give to  the  Act. F o r a  m ore restric ted  
view of the na tu re  of the item s to  which 
the  A ct was intended to  apply, see 
Scriba, “The Federal Hazardous Sub
stances L abeling  A ct,” 16 F o o d  D r u g  
C o s m e t i c  L a w  J o u r n a l  615 (1961).

51F H S L A  Sec. 18, F o o d  D r u g  C o s 
m e t i c  L aw R e p o r t s  f[ 9179.
p a g e  42 4

52 21 C F R  Sec. 191.109, F o o d  D r u g  
C o s m e t i c  L a w  R e p o r t s  f  9409.

“  F H S L A  Sec. 18, F ood Drug C o s 
m e t i c  L a w  R eports ff 9179.

M“ (M )an y  of the provisions of this 
new  law  are not really new  at all. T hey  
w ere draw n directly  from  the Federal 
Food, D rug  and Cosm etic Act, w ith 
which we have lived ra th e r closely over 
m ore than  tw en ty  years. Judicial guid
ance to  the m eaning of the law  is readily 
available in a g rea t m any reported  de
cisions.” Goodrich, “ Legal Problem s 
A rising  U n der the Federal H azardou s 
Substances Labeling A ct,” 16 F o od  D rug 
C o s m e t i c  L a w  J o u r n a l  715 (1961).

® F o r example, D upee v. G reat A tlan tic  
&  Pacific T ea  Co., 8  N e g l ig e n c e  C a s e s  
1067, 69 Ga. App. 144, 24 S. E . 2d 858
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In O r th o p e d ic  E q u ip m e n t  C o m p a n y  v .  E u t s l e r ,5B an action for civil 
liability was based on violation of the Federal Food, Drug and 
Cosmetic Act. Plaintiff brought suit in a federal district court to 
recover for personal injuries ensuing from the use of an allegedly mis
branded surgical nail. He claimed that the nail was a device within 
the meaning of the Act and that it was misbranded. Judgm ent for the 
plaintiff was affirmed by the Fourth Circuit Court of Appeals. The 
court declared itself bound by local law and cited an earlier Virginia 
state court opinion which held that the violation of a m otor vehicle 
statute was negligence per se. The court then h e ld :

Since V irgin ia law  seem s to  regard  violation of m o to r vehicle s ta tu tes 
as negligence per se . . . w e th ink  th a t a violation of the  Federal Food, D rug , 
an d  Cosm etic A ct is negligence per se in V irginia. . . .”
(1943); A lph in  v. L a  S a lle D iners, P rod
uct L iability Cases 359, 197 Mise. 415, 
98 N. Y. S. 2d 511 (1950); T edder v. 
C oca-C ola B o ttlin g  Co., 2 N egligence 
Cases (2d) 744, P roduct L iability Cases 
745, 224 S. C. 46, 77 S. E . 2d 293 (1953).

“  10 N e g l ig e n c e  C a s e s  (2d) 1036, 276
F. 2d 455 (CA-4, 1960). See, 79 A. L. R. 
2d 390 (1961).

51276 F . 2d a t 461. T here  w ere tw o 
cases, decided by V irgin ia courts, th a t 
w ould give suppo rt to  th e  hold ing in 
th e  E u tsler  case. T h e  first w as the 
case of Chesapeake &  Ohio R . R . Co. v. 
A m erican  E xchange B ank, 94 Va. 495, 
23 S. E . (1896). P lain tiff had shipped 
its horses over the defendan t’s railroad 
and defendan t had failed to  p roperly  
feed an d  w ater th e  anim als, leading 
to  the ir injury. A side from  o ther claims, 
th e  plaintiff also relied on a  federal 
s ta tu te  th a t m ade it a  crim e to  fail to  
feed and w a ter anim als after 28 con
secutive hours of traveling. O ver the 
objection  of the  defendant w ho claim ed 
th a t the s ta tu te  could no t be applied 
to  th is case and th a t no  dam ages 
could be recovered fo r its violation, the 
co urt affirm ed a judg m ent for the  plain
tiff. In  answ er to  the defendan t’s con
ten tion  th a t the  s ta tu te  was essentially 
penal in n a tu re  and therefo re could 
no t be pleaded as the basis fo r a  
cause of action in a  civil suit, the court 
said tha t,

“T h e  violation of a s ta tu te  of the 
U n ited  S tates m ay be m ade the  basis
STATUTORY L IA B IL IT Y

of an action of negligence in a  s ta te  
court. T hese  principles apply no t only 
w here the s ta tu te  o r ordinance discloses 
th a t persons vio lating  it shall be liable 
for any dam ages sustained of its breach, 
b u t also w here it contains no  such 
provisions, and sim ply im poses a  pen
alty , by w ay of fine o r otherw ise, for 
disobedience.” 94 Va. a t  497, 23 S. E. 
937.

T h e  second case w as M cClanahan  
v. C alifornia S p ra y  Chemical Corp., 2 
N e g l ig e n c e  C a s e s  (2d) 34, 94 Va. 842, 
75 S. E . 2d 712 (1953). T h is  w as an  
action by the plaintiff to  recover for 
dam age to  his apple orchard , w hich 
allegedly resulted from  the  application 
of a  spray  m anufactured  by the  de
fendant. T h e  g ist of th e  case w as the  
alleged failure by  the  defendant to  
give adequate directions for use and 
w arn ings of the  hazards inheren t in its 
product. P lain tiff based th is claim  on 
the Federal Insecticide, F ungicide and 
R odenticide A ct as well as the V irgin ia 
insecticide s tatu te . In  reversing  the 
low er court and reinstating  a  ju ry  v e r
dict for the plaintiff, the  V irg in ia  C ourt 
of A ppeals held th a t the federal act 
and  th e  V irgin ia act im posed on a 
m anufactu rer a du ty  to  w arn  users 
of the  hazards involved in th e  use 
of its p roduct and th a t the failure to  
so w arn  constitu ted  negligence as a 
m a tte r of law.
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The Federal Food and D rugs Act of 190658 and the Federal 
Flammable Fabrics Act have also been pleaded in civil actions.59 60

Virtually all states now have comprehensive laws regulating the 
manufacture and sale of food, drugs and cosmetics.80 The majority 
of courts which have passed on these statutes have held their viola
tion to be negligence per se.61 The others have held the violation to 
be a t least some evidence of negligence.62 Many states have also 
enacted statutes and regulations dealing with particular types of 
products.63 Here also, the courts which have passed on these statutes 
have held their violation to be negligence per se or evidence of 
negligence.64

The Manufacturer’s Common Law Duty to Warn
In order to determine the effect of the Federal Hazardous Sub

stances Labeling Act in a civil action, it will be necessary to review 
the common law duty of the manufacturer to warn of hazards in his 
product.65 Afterwards, a comparison of the duty imposed by the Act 
with that which the courts have already imposed under common law 
principles will reveal wherein the Act may have a different effect.

Under the common law, a manufacturer is liable for injury which 
has resulted from an inherently dangerous product which he has

58 A rm o u r v . W anam aker, 202 F . 423 
(CA-3 1909) (ho ld ing  th a t the failure 
to  disclose the  presence of alcohol in 
a  hair preparation  w as a  violation of 
the A ct and was negligence per se).

“  In galls v. M essner, 11 N e g l ig e n c e  
C a s e s  (2d) 1116, 11 W is. 2d 371. 105
N. W . 2d 748 (1960) (ho ld ing  tha t 
com pliance w ith  the  A ct w as som e 
evidence of due care).

60 See, C om pilation of L aw s A ffect
ing  P ro p rie ta ry  D ru g  and Allied In 
dustries, Vol. 1 and 2 (1960) T h e  
P ro p rie ta ry  A ssociation, W ash ington , 
D. C.; CCH F o o d  D r u g  C o s m e t i c  L aw 
R e p o r t s  All States Volum e

61 F o r  exam ple, D onaldson v. G reat 
A tla n tic  &  P acific T ea  Co., cited a t
footno te 18; M eshbesher v. Channellene
O il &  Mf g .  Co., cited at footno te 8; 
K e lley  v. John R . D a ily  Co., 56 M o n t
63, 181 P. 326 (1919); P in e G rove P ou l
try  F arm , Inc. v. N ew to w n  B y-P ro d u cts  
Mf g .  Co., 248 N. Y. 293, 162 N. E. 
87 (1928).

62 F o r example, W rig h t v. C arter P ro d 
ucts, Inc., 244 F. 2d 53 (CA-2, 1957); 
W elte r  v. B ow m an D a iry  Co., § N e g l i 

g e n c e  C a s e s  1173, 318 111. App. 305, 
47 N. E . 2d 739 (1943); Gering v. B erk-  
son, 223 Mass. 257, 111 N. E. 785 (1916).

“ See, A ppendix, Vol. 2, Com pilation 
of L aw s A ffecting P ro p rie ta ry  D ru g  
and Allied Industries  (1960), T h e P ro 
p rie ta ry  A ssociation, W ash ing ton , D. C.

64 F o r example, Ive s  v . W elden, 114 
Iow a 476, 87 N. W . 408 (1901); (s ta tu te  
regula ting  the  labeling of gasoline); 
F arrell v . G. 0 .  M iller Co., 147 M inn. 
52, 179 N. W . 566 (1920) (s ta tu te  reg u 
lating  th e  labeling of k e ro sen e ); P e te r 
son v. S tandard  O il Co., 55 O re. 511, 
106 P. 337 (1910) (s ta tu te  regulating  
the labeling of oil).

® T he  A ct would also be applicable 
to  th e  w holesaler and retailer and in 
m any instances the plaintiff could sue 
one o r both  of them . W h a t is said 
as to  the m anufactu rer will in m ost 
respects be applicable to  the o thers 
as well.
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marketed w ithout the necessary cautionary statem ents.66 The danger 
is said to be “inherent” when it derives from the nature of the article 
itself, as opposed to dangers resulting from a defectively made article 
that is ordinarily harmless.67 Thus, the duty to warn may arise even 
in those instances where the product is perfectly made.

The rule that a manufacturer must warn of inherent danger is 
clearly stated in N o o n e  v .  P e r l b e r g .68 The plaintiff was burned when 
her skirt, which had been treated with nitrocellulose sizing, ignited 
after being brushed by a cigarette. The New York court imposed 
liability on the manufacturer and h e ld :

. . . w hen a m anufactu re r sells an inheren tly  dangerous article for use in its 
ex isting  state, the danger no t being know n to  th e  purchaser and not pa ten t, and 
notice is no t given of danger o r it cannot be discovered by reasonable inspection, 
th e  m anufactu rer is legally liable for personal injuries received by one w ho 
uses the m anufactu red  article in the  o rd inary  and expected m anner.“

Foreseeability of the Danger
The manufacturer is not an insurer of the safety of his product.70 

Before the plaintiff can establish a prima facie case based on the 
negligent failure to warn of an inherent danger, he m ust offer evidence 
to the effect that the manufacturer either knew, or through the exer
cise of reasonable care should have known, of the existence of the 
danger.71 The duty to warn thus unquestionably rests upon the issue 
of foreseeability.

“  B eadles v. S erve l, Inc., 19 N e g l ig e n c e  
C a s e s  875, 344 111. App. 133, 100 N. E. 
2d 405 (1951) (d u ty  to  w arn  th a t re 
frig era to r gives off carbon m onoxide); 
S tee le  v . R app, 8 N e g l ig e n c e  C a s e s  (2d) 
707, 183 K an. 371, 327 P. 2d 1053 (1958) 
(d u ty  to  w arn  of inflam m able na tu re  
of fingernail polish rem o v e r); F rum er 
& Friedm an, P rodu cts L iab ility , Sec.
8.01-.06 (1960); 50 A. L. R. 1454 (1927); 
86 A. L. R. 947 (1933); D illard  & H art, 
“ P rod u c t L iability : D irections for U se 
and th e  D u ty  to  W arn ,” 41 V irginia  
L a w  R e v ie w  145 (1955); C om m ent, 37 
B oston  U n iversity  L a w  R e v iew  519
(1957); R esta tem ent, T o rts , Sec. 388 
(1934).

87 F arley v. E d w a rd  E . T o w er Co., 271 
M ass. 230, 171 N. E . 639 (1930).

*  10 N e g l ig e n c e  C a s e s  1122, 268 App. 
Div. 149, 49 N. Y. S. 2d 460 (1st 
D ept. 1944).

“ 268 App. a t 152, 49 N. Y. S. 2d 
a t 462.

”  E. I. D u P on t D eN em ou rs &  Co. v. 
B aridon, 73 F. 2d 26 (CA-8, 1934); 
A rkan sas B aking Co. v. A aron , 8  N e g 
l i g e n c e  C a s e s  451, 204 A rk. 990, 166
S. W . 2d 14 (1942); R ose  v . Buffalo A ir  
S ervice , 11 N e g l ig e n c e  C a s e s  (2d) 789, 
170 Neb. 806, 104 N. W . 2d 431 (1960).

11 Rankin v . H arlan  R etread in g  Co., 11 
N e g l ig e n c e  C a s e s  366, 298 Ky. 461, 183
S. W . 2d 40 (1944); V ic to ry  S p a rk ler  
&  S pecia lty  Co. v . P rice , 146 M iss. 192, 
111 So. 437 (1927); L evin  v . M user, 
110 Neb. 515, 194 N. W . 672 (1923); 
Campo v. Scofield, 18 N e g l ig e n c e  C a s e s  
1047, 301 N. Y. 468, 95 N. E . 2d 802
(1950).
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To assist the plaintiff with his burden of proof on this question, 
the courts have held that a manufacturer is held to the skill of an 
expert in his particular business. He is bound to an expert’s knowl
edge of the arts, materials, and processes that are involved in the 
manufacture of the product and he must keep abreast of scientific 
knowledge and discoveries related to his field.72 He also must conduct 
reasonable tests and inspections to discover latent hazards.73 Even if 
tests and inspections are made, the m anufacturer’s duty is not dis
charged if they are inadequate.74 The question ordinarily put to the 
jury is whether the defendant in the exercise of reasonable care should 
have known of the danger and forewarned the plaintiff.75

72 Peaslee-G aulbert v. M cM ath , 148 Ky. 
265, 146 S. W . 770 (1912); F arley v. 
E dw ard  E. T o w er  &  Co., cited a t foot
note 67; S ta tle r  v. G eorge A . R a y  Mf g .  
Co., 195 N. Y. 478, 88 N. E . 1063 
(1909); 2 H a rp e r & Jam es, T orts, Sec.
28.4 a t p. 1541 (1956); 86 A. L. R. 941 
(1933).

73 H opkins v. E. I. D u P o n t D eN em ours  
&  Co., 1 N e g l ig e n c e  C a s e s  (2d) 487, 
199 F. 2d 930 (CA -3 1952); H erm an v. 
M arkharm  A ir  R ifle Co., 258 F. 475 
(D C  Mich. 1919); R easor H ill Corp. v. 
K ennedy, 224 Ark. 248, 272 S. W . 2d 
685 (1954); W arn er v . San ta  Catalina 
Island Co., 4 N e g l ig e n c e  C a s e s  (2d) 814, 
44 Cal. 2d 310, 282 P . 2d 12 (1955).

In  C ro tty  v. Sh arten bergs-N ew  H aven  
Inc., 11 N e g l ig e n c e  C a s e s  (2d) 624, 147 
Conn. 460, 162 A. 2d 513 (1960), the 
court held th a t if despite elaborate pre- 
m arke t testing, a  consum er suffers an 
allergic reaction or adverse side effects, 
the  m anufactu rer ra ther than  the con
sum er should bear the  risk  of injury.

7'  M aecherlin v . S ea ly  M a ttre ss  Co., 6 
N e g l ig e n c e  C a s e s  (2d) 559, 145 Cal. 
App. 2d 275, 302 P . 2d 331 (1956); 
E bers v . General Chem ical Co., 310 Mich. 
261, 17 N. W . 2d 176 (1945); F oley v . 
P ittsbu rgh -D es M oines Co., 17 N e g l i 
g e n c e  C a s e s  329, 363 Pa. 1, 68 A. 2d 
517 (1949). As s ta ted  by the  late Ju s
tice Jackson, d issen ting  in Dcdehite v. 
U nited S ta tes , 1 N e g l ig e n c e  C a s e s  (2d) 
1080, 346 U. S. 15 a t 51-52 (1953), 

“T his is a  day of synthetic living, 
w hen to  an  ever-increasing ex ten t our 
population is dependent upon m ass p ro 
ducers for its food and drink, its cures
PAGE 42 8

and com plexions, its apparel and g adg
ets. T hese no longer are na tura l o r 
sim ple products b u t com plex ones 
w hose com positions and qualities are 
often secret. Such a  dependent society 
m ust exact g rea te r care than  in  m ore 
sim ple days and m ust require from  
m anufacturers o r producers increased 
in teg rity  and caution as the  only pro
tection of its safety and well-being. 
P urch asers  cannot try  out drugs to  
determ ine w hether they kill o r cure. 
. . . W here  experim ent o r research is 
necessary to  de term ine the presence o r 
the degree of danger, the  product m ust 
not be tried  ou t on th e  public, n o r m ust 
the  public be expected to  possess the 
facilities o r the technical know ledge to  
learn for itself of inherent bu t la ten t 
dangers. T h e  claim th a t a  hazard  was 
no t foreseen is n o t available to  one 
w ho did no t use foresight appropriate 
to  his en terprise.”

75 H opkins v. E. I. D u P on t D eN em ours  
&  Co., cited a t footno te 73. In  cases 
involving new  products it is clear th a t 
a  duty  to  w arn  will depend on the  
ex ten t to  w hich know ledge of the 
danger should reasonably be a ttribu ted  
to  the  m anufacturer. I f  the product is 
launched p rior to  adequate testing , to  
a ttr ib u te  know ledge w ould seem  rea
sonable. D illard  & H a rt, cited a t  foot
note 66. In  M assachusetts the  courts 
have held th a t th e  plaintiff is entitled 
to  the benefit of a presum ption th a t 
the  m anufactu rer had know ledge of a 
possibly dangerous substance in its 
product. T hus it w as held in Sylvan ia  
E lectric  P roducts, Inc. v . B arker, 228
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Adequacy of the Warning Given
Even if there is some word of caution or some mention of misuse 

in the directions, the question still remains w hether this constitutes 
an adequate w arning in the light of the foreseeable use by the user 
of the product. In M a i z e  v .  A t la n t i c  R e f in in g  C o m p a n y , the court held 
that a warning can be inadequate if it is not sufficiently prominent.76 
In T a m p a  D r u g  C o m p a n y  v .  W a i t ,  the court held that a warning can be 
inadequate if it is not sufficiently intense.77 I t  has been held that the 
labels used by nationally known manufacturers and labels promul
gated by the labeling committee of the M anufacturing Chemists Asso
ciation were properly admitted into evidence merely as a guide to  a 
determination of the adequacy of the warning furnished by the 
defendant.78

W hether or not a given warning is adequate depends upon the 
language used and the impression that it is calculated to make upon 
the mind of an average user of the product.79

F. 2d 842, 848-49 (CA-1, 1955), cert, 
denied 350 U. S. 988 (1956) th a t:

“ In  M assachusetts th e  rule seem s to  
be th a t every m anufactu rer is presum ed 
to  know  th e  na tu re  and qualities of his 
product. . . . T hus, once a  plaintiff 
establishes in a  M assachusetts court 
th a t a m anufactu rer-defendan t’s p roduct 
is dangerous in its o rd inary  use and that 
no  w arn ing  of its danger w as given, a 
presum ption of the  defendant’s know l
edge of the danger arises, and this 
presum ption w ith, of course, p roof of 
causation and in ju ry  com pletes the  
plaintiff’s p rim a facie case.” A ccord, 
P easlee-G aulbert Co. v. M cM ath , cited 
a t footnote 72; Thornhill v . C arpenter- 
M orton  Co., 220 M ass. 593, 108 N. E. 
474 (1915).

7612 N egligence Cases 78, 352 Pa. 
51, 41 A. 2d 850 (1945). T he plaintiff’s 
decedent died from  th e  inhalation of 
carbon  tetrach loride fum es while using 
defendan t’s rug  cleaner product. T he 
container bore on all four sides the 
w ords “safety clean” in inch to  Yi 
inch le tte rs  and on th e  tw o narrow  
sides appeared the  w ord  “ C aution” in 
Y  inch letters and the w arning, “D o

no t inhale fumes, use only in well ven
tilated  place” in Y  inch letters.

77 T am pa D ru g  Com pany v. W a it, 8 
N egligence Cases (2d) 262, 103 So. 2d 
603 (F la . 1958). D efendan t’s p roduct 
contained carbon  tetrachloride. T h e  
court held th a t w hether th e  w arn ing  
“V olatile solvent, vapor harm ful, use 
w ith  adequate ventilation , avoid p ro 
longed or repeated  b rea th ing  of vapor” 
w as sufficient to  caution against the 
dangers involved, w as a  question fo r 
the  jury . See T in gey v. E . F. H oughton  
<5* Co., 14 N egligence Cases 914, 30 Cal. 
2d 97, 179 P. 2d 807 (1947) (w arn ing  
m ust be appro pria te); M arign y v. D e -  
jo ie , 172 So. 808 (L a. 1937); L o ve  jo y  
v. M inneapolis-M oline P o w er  Im plem ent 
Co., 9 A utomobile Cases (2d) 1030, 
248 M inn. 319, 79 N. W . 2d 688 (1956) 
(w arn ing  m ust be accurate).

78 T am pa D ru g  Company v. W a it, cited 
at footno te 77. See, M aize  v . A tla n tic  
R efining Co., 12 N egligence Cases 78, 
352 Pa. 51, 41 A. 2d 850 (1945).

78 W alton  v. S h erw in -W illiam s Co., 19 
N egligence Cases 994, 191 F . 2d 277 
(CA -8 1952).
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No Duty to Warn of Obvious Danger
If the danger is obvious, the courts have held that there is no 

duty to warn. Thus in J a m ie s o n  v .  W o o d w a r d  &  L o th r o p ,80 the court 
denied liability where plaintiff was injured when an elastic exerciser 
she was using slipped off her foot and hit her in the eye. The court sa id :

I t  seem s clear under all o r any of th e  cases o r tex t au thorities th a t w here 
a m anufactured  article is a sim ple th ing  of universally  know n characteristics 
. . . the only danger being not la ten t bu t obvious to  any possible user . . . (and) 
in jury  occurs th rough  a m ishap in norm al use, the article reac ting  in its norm al 
and foreseeable m anner, the m anufactu rer is no t liable for negligence. . . . 
T h ere  was no du ty  on the  m anufactu re r to  w arn  of th a t sim ple fact.81

No Dufy to Warn of Dangers Incident to an 
Unintended Use of the Product

It has also been held that there is no liability where the product 
was not used for the purpose for which it was intended, even though 
there was no warning given of the inherently dangerous character
istics. Thus, in L a w s o n  v .  B e n ja m in  A n s e h l  C o m p a n y ,82 a distributor 
of fingernail polish remover which was harmless when used as intended, 
but which contained portions of a highly flammable element and was 
not marked to show the presence of it, was found not liable for the 
death of a five-year old who splashed the contents of the bottle on his 
clothing, touched a lighted match thereto, and set himself afire. The 
court recognized that a warning would have notified persons who 
could read to keep the bottle away from children, but held that lia
bility follows only when the product which is inherently dangerous 
and improperly labeled is used in  th e  w a y  i t  w a s  in te n d e d  to  b e  u s e d  and 
causes injury. Here it was not so used.83

80 6 N e g l ig e n c e  C a s e s  (2d) 1172, 247 
F . 2d 23 (CA  D of C 1957).

81 247 F. 2d a t p. 28. A ccord, D istr ic t 
o f Columbia v. M oulton , 182 U . S. 576
(1901); S a w y e r  v. P ine O il Co., 13 
N e g l ig e n c e  C a s e s  660, 155 F. 2d 855 
(CA-5, 1946); Cam po v. Scofield, cited 
at footno te 71; B lissenbach v. Y anko, 
P r o d u c t  L i a b i l i t y  C a s e s  634, 90 O hio 
App. 557, 107 N. E . 2d 409 (1951). I t  
is also well established th a t th e re  is 
no  duty  to  w arn  w here the  person w ho 
claim s to  be en titled  to  w arn ing  has 
actual know ledge of the danger; P ro c 
ter &  Gamble Mf g .  Co. v. S u perior Court, 
124 Cal. App. 2d 157, 268 P. 2d 199
(1954); o r w here the danger m ay rea-
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sonably be expected to  be w ith in the  
know ledge o f the  user, Gibson v . T or-  
bert, 115 Iow a 163, 88 N. W . 443 (1901). 
T hus it has been held th a t the re  is no 
du ty  to  w arn  of th e  caustic p roperties 
of ready  m ixed concrete containing 
lime. Sim m ons v . R hodes &  Jamieson, 
L td ., 5 N e g l ig e n c e  C a s e s  (2d) 785, 46 
Cal. 2d 190, 293 P . 2d 26 (1956); D al
ton v . P ioneer Sand &  G ravel Co., 37 
W ash . 2d 946, 227 P . 2d 173 (1951).

K 10 N e g l ig e n c e  C a s e s  902, 180 S. W . 
2d 751 (M o. 1944).

83 A ccord, M arker v . U niversal O il 
P ro d u cts  Co., 250 F . 2d 603 (CA-10 
1957); B oyd  v . Frenchee Chemical Corp., 
5 N e g l ig e n c e  C a s e s  268, 37 F. Supp.
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The liability of a manufacturer for failure to adequately warn of 
dangers incident to the use of his product does not depend upon 
w hether the injury is to  the person using the product, or the person 
or object to which the product is to be applied.84

The Requirement of Privity
A few jurisdictions still pay lip service to the requirement of 

privity of contract in tort, but the vast majority of courts are no 
longer so bound by the notion that recovery is refused the ultimate 
purchaser. So long as the court can reasonably conclude that the 
product is inherently dangerous, the precedents are clear that the ulti
mate consumer can sue the manufacturer directly.85

The Allergic Consumer
Since the courts emphasize the “dangerous character” of the sub

stance, the majority of them have held that if the manufactured article 
is incapable of injuring the ordinary, normal person, the manufac
turer owes no duty to warn the abnormally susceptible user.86
306 (D C  N . Y. 1941); P ed ro li v. R ussell, 
7 N e g l ig e n c e  C a s e s  (2d) 1236, 157 Cal. 
App. 2d 281, 320 P . 2d 873 (1958). See 
50 A. L. R. 1454 (1927). C ontra, W olcho  
v. A rth u r  J. R osenbluth Co., 81 Conn. 
358, 71 A. 566 (1908); P etzo ld  v. R o u x  
L abs., 1 N e g l ig e n c e  C a s e s  846, 256 App. 
Div. 1096, 11 N. Y. S. 565 (1939). 
T hese  courts have held th a t directions 
for use w hich m erely  tell how  to  use 
the  p ro du c t and w hich do no t say 
an y th ing  about the  danger of foresee
able m isuse do no t necessarily satisfy 
the  du ty  to  w arn. T herefore, under 
th e  reasoning of these  cases, m isuse o r 
failure to  follow  directions m ay be 
foreseeable.

84 M cClanahan v. C alifornia  S p ra y -  
Chemical Corp., cited a t footnote 57.

85 E bers v. General Chem ical Co., cited 
a t footno te 74; M acP herson  v. B uick  
M o to r  Co., P r o d u c t  L i a b i l i t y  C a s e s  
827, 217 N. Y. 382, 111 N. E. 1050 
(1916); Bohlen, “ L iability  of M anu
factu rers to  P ersons O th e r T han  T h e ir 
Im m ediate  V endees,” 45 L a w  Q uarterly  
R e v ie w  343 (1929); R estatem ent, T orts, 
Sec. 395 (1934).

86 “T h e  reco rd  is devoid of any evi
dence indicating  th a t th e  p roduct in

question had ever caused . . . ir r ita 
tion p rio r to  its use in the  instan t case. 
. . .  W e  conclude th a t th e  evidence 
w ould not suppo rt a  judgm ent in favor 
o f plaintiff against the defendant (m anu
factu re r) on the grounds sta ted  (failure 
to  w arn ). . . .  I t  was not show n tha t 
the  solution used on the plaintiff w as in 
fact dangerous o r an irrita n t to  the 
skin of any person any m ore than  m any 
cosm etics, face pow ders, cold cream s 
and nail polish universally  used by  
wom en. T h e re  is noth ing in the tes ti
m ony indicating th a t m any persons 
w ere susceptib le to  the p roduct and 
m igh t suffer dam age th roug h  its  use. 
In  fact, from  the record , plaintiff’s 
complaint is the only instance in which 
in ju ry  from  it w as claim ed.” B rig g s  
v . N ation al Industries, Inc., 17 N e g l i 
g e n c e  C a s e s  206, P r o d u c t  L i a b i l i t y  
C a s e s  260, 92 Cal. App. 2d 542 a t  545- 
46, 207 P. 2d 110, 112 (1949). A ccord, 
Gould v . S la ter  W oolen  Co., 147 M ass. 
315, 17 N . E . 531 (1888); B ennett v. 
P ilo t P rodu cts Co., Inc., 19 N e g l ig e n c e  
C a s e s  949, P r o d u c t  L i a b i l i t y  C a s e s  
510, 120 U tah  474, 235 P . 2d 525 (1951); 
26 A. L. R. 958 (1923).
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An increasing number of courts have started to follow the deci
sion of G e r k in  v .  B r o w n  &  S e h le r  C o m p a n y ,87 holding the manufacturer 
liable for failure to warn where he had knowledge that the substance 
may be harmful to some persons, even though the number may be 
small.88 In the G e r k in  case the court h e ld :

W h en  the  fac t is once established and  dem onstrated  by experience tha t a 
certain  com m odity apparen tly  harm less contains concealed dangers, and w hen 
distribu ted  to  the public th roug h  the channels of trad e  and used for the  purposes 
fo r w hich it was m ade and sold is sure to  cause suffering to, and in ju re  the  health 
of, som e innocent purchaser, even though the percen tage of those in jured  be not 
large, a duty  arises to and responsibility  rests upon th e  m anufactu rer and dealer 
w ith  know ledge to  the extent, a t  least, of w arn ing  the igno ran t consum er o r user 
of the existence of the  hidden danger.89

Pleading a Violation of the Federal Hazardous Substances
labeling Act

The Federal Hazardous Substances Labeling Act is designed to 
affect a very specific area of the manufacturer-user relation. I t defines 
the duty of the manufacturer to warn of the hazard inherent in his 
product.

The Act is essentially penal in nature. There is no provision for 
a civil remedy.90 Therefore, the Act does not establish a new and 
separate cause of action and it can be used, if at all, solely to aid the
plaintiff with his burden of proof.91

87177 Mich. 45, 143 N. W . 48 (1913).
88 W rig h t v. C arter P roducts, Inc., cited 

a t footno te 62; T a ylo r v. N ew com b B a k 
ing Co., 317 M ass. 609, 59 N. E. 2d 293
(1945) ; Cahill v. Inecto, Inc., 208 App. 
Div. 191, 203 N. Y. S. 1 (1924). In  
C arter v. Y ard ley &  Co., 13 N e g l ig e n c e  
C a s e s  179, P r o d u c t  L i a b i l i t y  C a s e s  
1078, 319 M ass. 92, 64 N. E. 2d 693
(1946) , the  court expressly abandoned 
the old rule of m anufactu re r’s liability 
requiring  either a  contractual relation
ship or an inherently  dangerous product 
and held tha t a  m anufactu rer of per
fum e had a  du ty  to  w arn  though the  
num ber of persons susceptib le w as 
small. F or a very comprehensive article 
on this en tire  area  see, Noel, “T he 
D u ty  to  W arn  A llergic U sers of P ro d 
ucts,” 12 V anderbilt L a w  R e v iew  331
(1959). A lso  see, F ru m er & Friedm an, 
P rodu cts L iab ility , Secs. 28-32 (1961);
1 H u rsh , A m erican  L a w  o f  P rodu cts  
L iab ility , Sec. 2.28-2.58 (1961); N ote,

Basically, there are two types of
10 A labam a L a w  R ev iew  476 (1958).

89 G erkin v . B row n  &  Sehler Com pany, 
cited a t footno te 87.

90 T h e  A ct provides for crim inal 
prosecutions, Sec. 5: seizures, Se:c. 6; 
and injunction proceedings, Sec. 8. T h e 
first seizure pursuan t to  the provisions 
of the  A ct occurred in M arch, 1962 and 
involved a  soldering com pound im pli
cated  in the death of a  six-year-old, 
Jam aica, L ong  Island, child. T h e  p rod 
uct contained 88 per cent zinc chloride 
but failed to  bear an y  w arn ing  s ta te 
m ents. Pharmacological tests showed the 
product is highly irrita ting  and  cor
rosive.

91 See footno te 1 and accom panying 
text. I t  should be noted th a t even in 
jurisd ictions still adhering to  th e  re 
quirem ent of privity, th e  plaintiff can 
m ain tain  a  cause of action based on 
th e  v io lation  of the  A ct w hether priv ity  
exists o r not.
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actions in which a violation of the Act can be pleaded. The first is 
one in which the plaintiff having used the product in a reasonably 
foreseeable manner is injured. The second would be where the plain
tiff was injured due to a reasonably foreseeable accidental use of the 
product. In both cases, the claim of negligence would be that there 
was either no warning or that the warning given was inadequate. The 
liability of the defendant will thus depend upon w hether or not he had 
a duty to warn this plaintiff and w hether or not he had breached 
this duty.

Before the plaintiff can establish a prima facie case based on the 
negligent failure to warn, he m ust offer evidence to the effect that 
the product is inherently dangerous; th a t he used it according to any 
instructions and w arn ings; that the product was the proximate cause 
of the injury; that the injury was a foreseeable one; and that the 
m anufacturer was negligent in m arketing this product.

Inherent Danger of the Product
The plaintiff’s burden of proving that the product was inherently 

dangerous may be greatly lessened by the Act. He would only have 
to prove that the product was a hazardous substance within the mean
ing of the Act. In many instances, the ingredients of the product will 
be specifically enumerated in the statute or in the regulations.92 At 
other times, the specific test procedures and definitions which are pro
vided will facilitate the plaintiff’s burden of proof.93 In this respect, 
it should emphasize that w hether a product is a hazardous substance 
is basically a question of whether or not it will cause “substantial 
personal injury.” 94 The term “substantial” has already been defined 
to mean any harm except inconsequential damage.95

Foreseeability
In any case involving an alleged breach of the duty to warn, the 

crucial issue will be the question of knowledge on the part of the 
manufacturer. According to common law principles, if there is no 
knowledge of danger, actual or imputed, there is no cuty  to  warn and 
therefore there can be no liability.96 W here the plaintiff’s cause of

92 F o r exam ple, 21 C F R  Sec. 191.6, 
F o o d  D r u g  C o s m e t i c  L a w  R e p o r t s  
ff 9306; 21 C F R  Sec. 191.7, F o od  D r u g  
C o s m e t i c  L a w  R e p o r t s  fl 9307.

93 F or example, F H S L A  Sec. 2, F o od  
D r u g  C o s m e t i c  L a w  R e p o r t s  If 9061- 
9081; 21 C F R  Sec. 191.1; F o o d  D r u g

C o s m e t i c  L a w  R e p o r t s  If 9301; 21 C FR  
Sec. 191.10-16, F o od  D r u g  C o s m e t i c  
L a w  R e p o r t s  If 9310-9316.

91 See footno te 42.
95 See footno te 42.
96 See footno te 71.
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action is based on the violation of a statutory duty, it has been held 
tha t the m anufacturer’s knowledge of the danger is not an element of 
the case. Thus in W h i t e  v .  R o s e ,91 the plaintiff sued in a federal dis
trict court for damage to his cattle caused by defendant’s feed product. 
He based his claim upon the violation of a Colorado statute regulating 
the quality of animal feed. The trial court, in holding for the defend
ant, found tha t he did not know, and in the exercise of reasonable care 
could not have known, that the feed manufactured by him, if used 
as recommended and directed, would cause injury. The court of 
appeals reversed, stating th a t:

T he s ta tu to ry  violation becom es actionable and no elem ent of o rd inary  negli
gence is essential. . . . T h e  s ta tu te  places a du ty  upon the  m anufactu re r no t to  
place upon the  m ark e t an  adu ltera ted  product. . . . A n  action m ay be m aintained 
. . . though  the m anufactu re r did n o t know, o r  in th e  exercise of o rd inary  care 
could not have known the deleterious characteristics of the commodity sold. These 
are  requirem ents of com m on-law  negligence, and  do n o t apply to  s ta tu to ry  
liability.“
The manufacturer is thus forced to  assume the risk that any item put 
out on the m arket by him will not violate an applicable sta tu te ."

Proximate Cause
W hether the plaintiff is suing for breach of the statutory duty or 

for negligence under ordinary common law principles, his burden of 
proving causation will be the same.97 98 99 100

Contributory Negligence and Due Care
In a majority of courts this is also true as to the defense of con

tributory negligence.101 However, in those courts which refuse to
97 W h ite  v. R ose, cited a t footno te 18.
98 241 F. 2d a t pp. 97, 98.
99 Although the A ct does not require

a show ing th a t the  harm ful na tu re  of
th e  product was foreseeable, it does 
s ta te  th a t before a  p roduct will be 
deem ed to  be a  hazardous substance it 
m ust be show n th a t it m ay cause sub
stantial personal injury “during or as a 
prox im ate resu lt of any  custom ary or 
reasonably  foreseeable handling o r use.” 
F H S L A  Sec. 2 (f) 1(a), F o o d  D r u g  
C o s m e t i c  L a w  R e p o r t s  If 9061. See foo t
no te 43. I t  is en lighten ing to  no te  the 
s tatem ent in the  H o u se  R eport w hich 
accom panied the A ct: “Judicial deci
sions relating  to  the du ty  of m anufac-
PAGE 4 3 4

tu rers , d istribu tors, o r  sellers to  w arn  
of the  hazards of products m ay also be 
resorted  to  for fu rth er ligh t on the 
m eaning of th e  ‘i f  clause of the  defini
tion of ‘hazardous substance’ in section 
2 ( f ) l ( A )  of the bill, it being the com
mittee’s view that, in the event of con
flict among such decisions, those decisions 
will be m ore  in consonance w ith  the 
legislative in ten t w hich is m ore  liberal 
in recognizing the foreseeability of ac
cidental handling o r m isuse of a haz
ardous household substance in the absence 
of adequate w arn ing.” H . R. R ept. No. 
1861, 86th Cong., 2d Sess. (1960).

100 See footnote IS.
101 See footnote 22.
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extend this defense to actions for violations of statutory duty, the 
plaintiff is in a very favorable position. In effect, these courts are 
imposing strict liability on the defendant manufacturer.102 Once the 
plaintiff establishes that a statute was violated and that the violation 
was the direct cause of the injury, no amount of evidence of due care 
exercised by the defendant or lack of due care of the plaintiff will 
defeat liability.

Adequacy of the Warning
W here the manufacturer of an inherently dangerous article failed 

to give a warning of any kind, it would not be difficult for the plaintiff 
to prove his negligence. Once the plaintiff has established that the 
product was inherently dangerous, that it was the proximate cause 
of the injury, and that the injury was a foreseeable one, the case would 
fall within the general rule that a m anufacturer is liable for failing to 
warn of any inherent danger in his product.103 However, where 
the defendant has given a warning, the plaintiff is faced with the 
difficulty of establishing to the satisfaction of thé court and the jury 
that such warning was inadequate. In many instances, this burden 
has proven too great for the plaintiff. In S h a w  v .  C a lg o n ,104 the plain
tiff sought to recover for injuries to her hand sustained as a conse
quence of using defendant’s detergent. The product was intended for 
use in automatic dishwashers, but due to an error, the plaintiff used 
it for washing Venetian blinds. She immediately felt a burning sensa
tion and realizing her error, she looked for, but could not find any 
antidote printed on the package. The package contained the state
ment that the detergent was not to be used for tasks involving 
“contact with the hands with the wash water.” The court, affirming 
a judgm ent in defendant’s favor, rejected plaintiff’s contention that 
the defendant could be charged with liability for failing to  state on 
the box the n a tu r e  o f  th e  c o n te n ts  of the product and a n  a n t id o te  there
for. The court held that the defendant could not reasonably have

102 See footno te 23.
103 See footno te 66.
104 4 N e g l ig e n c e  C a s e s  (2d) 978, 35

N. J. Super. 319, 114 A. 2d 278 (1955). 
See, M cC laren v. G. S . R obins &  Co., 7 
N e g l ig e n c e  C a s e s  894, 349 Mo. 653, 
162 S. W . 2d 856 (1942). T h is  la tte r 
case held tha t the sta tem en t “volatile 
solvent, use w ith adequate ventilation, 
avoid prolonged brea th ing” was an 
adequate w arn ing  and denied recovery 
for th e  death  of plaintiff’s decedent.

U n der the A ct this w arn ing  would not 
be sufficient. T h e  case involved a 
p roduct containing carbon tetrachloride. 
The regulations require on any product 
containing carbon tetrachloride the signal 
w ord  “danger,” the  w ord  “poison” and 
the “skull and crossbones” sym bol. In  
addition, the s tatem ent of the  hazard  
m ust include, “M ay be fatal if inhaled 
o r sw allow ed.” 21 C F R  Sec. 191.7
(b )(1 ) .
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been required to do more than give specific instructions for the use of 
its product and a warning against contact with the hands. There was 
said to be no authority for the proposition advanced by the plaintiff 
that a manufacturer of detergents is required (in addition to giving 
proper directions as to use and a warning of possible injury) to state 
on the container both the chemical nature of the contents and the 
antidote or neutralizing agent to be used in case of injury.105

In an action based on the violation of the Act, plaintiff would be 
greatly aided with his burden of proof in a similar situation. The Act, 
together with the regulations, specifically sets out the exact nature of 
the statements which must appear on items which come within its 
ambit. Therefore, the question of the adequacy of any particular 
warning statements would no longer be a question for the trier of 
facts but would be resolved as a question of law. If the warning 
failed to conform to the requirements of the Act, the defendant would 
be liable.

The Act Imposes New Duties
There are a number of instances where the Act will impose on 

the manufacturer a duty to warn, where the courts have previously 
held that no such duty existed.

Several courts have held that where the danger is obvious, the 
manufacturer has no duty to warn the user.106 Under the Act no such 
broad exemption exists. Although Section 3(c) permits the Secretary 
to promulgate regulations exempting certain substances from the 
requirements of the Act, he can do so only when the size of the pack
age or the hazard involved makes such warning unnecessary. Thus, 
the key to such an exemption is not whether the danger is obvious, 
but whether the danger is minor.

There are also cases which preclude the plaintiff from recovering 
where the product was not used for the purpose for which it was 
intended.107 This has been the result though no warning was given. 
The Act specifically provides that a hazardous substance is one that 
may cause injury “as a proximate result of any reasonably foreseeable 
handling or use, including reasonably foreseeable ingestion by children.” 108 
It will be recalled that the regulation dealing with this section pro
vides that “reasonably foreseeable” includes accidental handling or * 285

“ 35 N. J. Super, a t  332, 114A. 2d “ See footnotes 82 and  83 and ac-
285. com panying text.

“ See footno te 81 and accom panying “  F H S L A  Sec. 2 (f) 1 (A ), F o od  D r u g  
tex t. C o s m e t i c  L a w  R e p o r t s  If 9061.
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use.109 Therefore, the fact that the product was not used as intended 
may no longer be a defense. Provided the accidental use was rea
sonably foreseeable, the failure to warn would be a breach of the 
defendant’s duty.

The specific labeling requirements, especially the duty to give 
first-aid instructions, including any possible antidote, go far beyond 
the obligations presently resting upon the manufacturer.110

The regulations require that the signal word, the statement of the 
principal hazard or hazards, and, the instructions to read carefully 
other cautionary statements, must appear on the main panel of the 
label.111 This was not required in the past.

One far-reaching regulation promulgated under the Act has been 
interpreted to include within its coverage the local garageman or 
hardware store proprietor.112 These individuals are accustomed to 
selling kerosene, turpentine and gasoline in bottles which they fill from 
a bulk container. They now have to label such bottles in the same 
manner as the bulk container was or should have been labeled.

The Allergic Consumer
For the allergic consumer-plaintiff, the Act provides some limited 

advantage. A substance is a “strong sensitizer” only when so desig
nated by the Secretary.113 To date, the Secretary has specified only 
five chemicals.114 As to these, the Act may afford relief to the allergic 
consumer. The majority of courts have held that the manufacturer 
had no duty to warn where the product was incapable of injuring the

”“ 21 C F R  Sec. 191.1 ( r ) ,  F ood D rug 
Cosmetic L aw  Reports f  9301.

”* See footnote 104. 
m 21 CFR Sec. 191.101(a), F ood Drug 

Cosmetic L aw  Reports 1f 9401.
m 21 C F R  Sec. 191.1(c), F ood D rug 

Cosmetic L aw R eports 1f 9301. Although 
th e  regula tion  does no t specifically 
m ention this type of situation , such is 
th e  construction  given to  it by the FDA. 
In  a  speech given by  Com m issioner 
L arrick  before the  M edical A dvisory 
C om m ittee Session held in  Chicago, 
Illinois, on N ovem ber 13, 1961, he said, 
“A n  education p rogram  will be required 
to  ge t th e  various firm s and dealers 
w h o  repack hazardous substances to  
do  it properly . F o r example, hazard 
ous substances such as  kerosene and 
gasoline poured in to  sm all containers

m ust be appropriately  labeled. In  the 
past, little  o r no  labeling has been ap
plied to  them . T h ere  have been m any 
instances, as you know, of serious in
ju ries and deaths in the  hom e from  
m ishandling such products. T h e  new 
law  requires th a t inform ative labeling 
be carried  th ro ug h  no t only on the  
m erchandise as it crosses a  s ta te  line 
in household size packages, b u t also on 
th e  m erchandise th a t is repacked in to  
sm all containers afte r it crosses a  s ta te  
line. Service station  opera tors and 
o thers will need to  be advised how  they 
can m eet the  requirem ents of the law .” 
17 F o od  D r u g  C o s m e t i c  L a w  J o u r n a l  
164, F eb ru ary  1962.

See footno te 38.
C F R  Sec. 191.6, F ood Drug Cos

metic L a w  Reports fl 9306.
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ordinary, normal person.115 In accordance with the mandate of the 
Act, such failure may now result in liability with respect to those 
chemicals enumerated therein. It should be noted, however, that this 
advantage will most likely be limited to products whose labeling fails 
to comply with the Act and the Regulations.

The Federal Hazardous Substances Labeling Act— A Sword
There is sufficient precedent for a plaintiff in a civil action to plead 

a federal statute that is essentially penal in nature. Whether the vio
lation will be considered negligence per se, evidence of negligence, or 
a presumption of negligence will depend upon the jurisdiction in which 
the action is brought.

It is apparent that being able to plead a violation of the Federal 
Hazardous Substances Labeling Act comes as a practical boon to a 
plaintiff injured by a product whose label does not comply with the 
Act. He is relieved of the need to show either that the product was 
inherently dangerous or that the manufacturer had or should have 
had knowledge of this fact. Furthermore, the difficult jury issue deal
ing with the adequacy of the warning actually given is simplified since 
the statutory standards are supplied.

The statutory remedy has the further advantage that once its 
violation is proven, liability follows as a matter of law regardless of 
the defendant’s proof of adherence to a standard of reasonable care. 
In those jurisdictions which hold that the defense of contributory 
negligence cannot be pleaded in an action based upon violation of a 
statute, we have the imposition of strict liability on the defendant. 
Suing on the statute also unshackles the bonds of privity in those 
states still adhering to it.

The plaintiff may thus establish his claim merely by showing that 
the commodity was embraced in the statutory regulation, that the label 
failed to meet the standards set forth in the statute, and that this 
failure caused or contributed to the injury. In many instances, the 
plaintiff can plead the violation of a duty which prior to the enact
ment of the Act did not exist.

It is further suggested that the Federal Hazardous Substances 
Labeling Act will have its greatest impact on civil litigation in yet 
another manner. Within a relatively short period of time after the 
Federal Food, Drug and Cosmetic Act was passed, states began to 
copy the federal act and passed their own pure food laws. Almost

lu See footno te 86.
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every state now has such a statute.118 The result of this trend has 
been that plaintiffs have both a federal statute and a state statute 
which they could plead, yet they have with much greater frequency 
pleaded only a violation of their own state acts. Though the reasons 
prompting such action are not significant for this paper, the results 
are. Plaintiffs have been successful in recovering for violations of 
such state statutes and the plaintiffs’ bar is becoming increasingly 
aware of this.

Prior to the passage of the federal Act, a number of states had 
passed hazardous substances acts.117 It is probable that additional 
states will now legislate on the subject, and, no doubt, will be influenced 
by the federal statutory pattern.118 In such event, we may anticipate 
a greater incidence of civil cases based on violations of such state 
statutes.

The Federal Hazardous Substances Labeling Act— A Shield
Up until this point, I have been attempting to establish that the 

Federal Hazardous Substances Labeling Act can be a powerful sword 
in the hands of an injured consumer. However, it should be carefully 
noted that the Act can also be an effective shield for the manufacturer 
who adheres to its requirements.

As I mentioned in an earlier part of this paper, the Federal 
Hazardous Substances Labeling Act is designed to affect a very 
specific area of the manufacturer-user relation. It defines the duty of 
the manufacturer to warn of the hazard inherent in his product. In 
the past, many manufacturers were held to be liable as a result of 
their failure to include a warning statement on the label of their 
product.119 In other cases, although a warning was given, it was held

”* See Appendix, Table 1, Vol. 2, Compilation of Laws Affecting Proprietary Drug and Allied Industries(1960), The Proprietary Association, Washington, D. C.
111 Colorado, Connecticut, Illinois, Indiana, Kansas, Ohio, Texas and Vermont.118 A recent check reveals that the following states have now adopted Hazardous Substances Labeling Acts: California, Kentucky, Massachusetts, Minnesota, North Dakota, Oklahoma, Wisconsin (limited to combustible substances only)."  See footnote 66. Accord, Butler v. 

L. Sonneborn Sons, Inc., 13 N egligence

Cases (2d) 743, 296 F. 2d 623 (CA-21961) (manufacturer of liquid concrete floor hardening compound held liable for failing to warn users to keep the product away from fire) ; Kieffer v. Blue Seal 
Chemical Co., 20 N egligence Cases 614, 196 F. 2d 614 (CA-3 1952) (manufac
turer of drain cleaner held liable for failing to warn of explosive nature of product); Howard Stores Corp. v. 
Pope, 6 N egligence Cases (2d) 410, 1N. Y. 2d 806, 135 N. E. 2d 599 (1956) (distributors of floor finish held liable for failing to warn of the inflammability 
of the product).
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by the court to be inadequate.120 The Act now provides the follow
ing benefits to a manufacturer of household products :

(1) It sets up specific guidelines for determining which products 
are considered inherently dangerous and which therefore require a 
warning statement; and

(2) It specifies in great detail, the content, position, and prominence 
of the warning statements which must appear.

If the Act is complied with, the only question that would remain 
to be decided in a civil suit for damages would be whether or not the 
warning given was adequate. It is recognized that compliance with 
a statute will not, in all cases, be considered due care.121 In many 
cases the statutory standard has been held to establish only a mini
mum and did not preclude a finding that the defendant was negligent 
in failing to take additional precautions.122 However, the standards 
established by the statute are so comprehensive and detailed that it is 
not unreasonable to conclude that a court would have to find that the 
warning statements required in the Act, if complied with, are com
pletely adequate. It is difficult to imagine in what respects the warn
ings required by the Act could be held to be inadequate or lacking.

During the past two decades, regulation of the activities and 
products of manufacturers by the various government agencies has 
been steadily increasing. As a result of this, manufacturers have 
become acutely aware of the need to keep apprised of newly enacted 
statutes and regulations and the need to comply with them. It is to 
be expected, therefore, that the majority of manufacturers of “hazardous 
substances” will be aware of the requirements of the Act and will be 
in a position to comply with its requirements and obtain the defensive 
benefits afforded by it. [The End]

See footnotes 74, 76-79 and text accompanying footnotes 76-79. Accord, 
Twombley v. Fuller Brush Co., 10 N egli
gence Cases (2d) 864, 221 Md. 476, 158
A. 2d 110 (1960) (manufacturer of cleaning fluid held negligent in failing to adequately warn purchaser of danger in inhaling fumes from the product);
PAGE 4 40

Haberly v. Reardon Co., 8 N egligence 
Cases (2d) 34, 319 S. W. 2d 859 (Mo.1958) (manufacturer of cement paint held liable because of failure to give adequate warning concerning corrosive properties of product).111 See footnote 19.

121 See footnote 19.
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Food Advertising Law
By C. A. ADAMS, C.B.E., B.Sc., F.R.I.C.

This Is a Current Revision of an Address on British Food Advertising Law 
Which Previously Appeared in the February 1, 1958 Chem istry a n d  
Industry . The Address Was Delivered at a Joint Meeting of the Man
chester Section and the Food Group of the Society of Chemical Industry 
at the University of Manchester on November 1,1957. Mr. Adams, a Mem
ber of This Magazine’s Editorial Advisory Board, Is the Former Director, 
Food Standards and Labeling Division, United Kingdom Ministry of Food.

IT IS ESSENTIAL to make a rapid survey of such law as has 
operated during the present century so that we may better under

stand the potential value of the new legislation which was enacted 
as recently as 1953 and 1955. This in turn involves some consideration 
of the standards of practice which ought to apply to advertising, and 
to advertising of foods in particular, i. e., the ethics of food advertising.

Modern food legislation in this country started less than 100 years 
ago with the Food Adulteration Act of 1860. (Incidentally it is hoped 
to arrange for the celebration of the centenary of this measure in 
three years time.1) The 1860 Act was a watertight measure, and only 
covered the adulteration of foods, but a few years later it was amended 
to include drugs.

Looking back over the years, it is still difficult to realize that it 
was not until the passing of the 1938 Food and Drugs Act that adver
tisements were even mentioned in this legislation. That Act made it 
an offence to issue a label or advertisement which either falsely 
described a food or drug, or which was otherwise calculated to mis
lead as to its nature, substance or quality. This landmark is well 
known, but it would be wrong to conclude that from 1860 to 1938 all 
food packers were a race apart in the honest presentation of their 
goods. Human nature being what it is, it seems more likely that the 
public had been fairly long suffering! Be that as it may, the suggested 
corollary would still not be accurate, even from the legal angle, for the 
actual application of false or misleading trade descriptions to goods in

1 T h e centenary  celebrations cam e to 
fru ition; see 15 F ood D rug Cosmetic 
L aw J ournal 697 (N ovem ber 1960).
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general had been dealt with in the Merchandise Marks Acts from 1887 
onwards. The last Merchandise Marks Act, that of 1953, aimed at 
putting teeth into this legislation by considerably widening the scope 
of its application. Indeed, such properties as quantity, quality, country 
of origin, method of manufacture, composition, and even the use of 
illustrations can now all be challenged on the grounds that they may 
be part and parcel of a false trade description applied to goods.

There are, however, three main faults with the Merchandise 
Marks Acts, namely:

(1) Although the coverage is good, it is limited to written 
descriptions, and should be extended to oral descriptions.

(2) No duty of enforcement is placed on anyone. The Board of 
Trade has power to take proceedings (see Bell’s Sale o f  F ood and  
D rugs, 13th ed., at p. 599), but in practice this comes to trivial action 
on complaint. The vast majority of prosecutions is undertaken by 
local authorities who have no power of enquiry or inspection or 
sampling (and only undertake it in peril of being surcharged by the 
District Auditor) but who have power to prosecute where the 
interests of the ratepayers are affected (Local Government Act, 
1933). A duty of enforcement should be placed upon them.

(3) Responsible Ministers should be given power to make Regu
lations as to the composition, labelling and safety of goods.

In all these three respects the Merchandise Marks Acts should 
be brought into line with the Food and Drugs Act.

Two Major Acts
Today, therefore, there are two major Acts covering some of the 

same ground :
(1) The Merchandise Marks Act, administered by the Board of 

Trade but under which any person can institute proceedings, and 
which deals with the actual application of false trade descriptions to 
any goods.

(2) The Food and Drugs Act, administered by the Ministries of 
Agriculture, Fisheries and Food and of Health, and enforced by some 
375 local food and drugs authorities, in relation to the use of false or 
misleading labels and advertisements for foods and drugs only.

The inter-relationship of these enactments invites further com
ment. Consider first the legal definition of “advertisement.” This
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will be found in Section 135(1) of the Food and Drug's Act, but not 
in the Merchandise Marks Act, and is as follow s:

Advertisement includes any notice, circular, label, wrapper, invoice or other document, and any public announcement made orally or by any means of producing or transmitting light or sound.
No parallel definition is necessary in the Merchandise Marks 

Act, for here the offence is the actual attachment of a false descrip
tion to the goods sold and not the publication of some statement 
about them. Even so, by an amendment of 1938,2 goods delivered 
as the result of a request made by reference to a trade mark or 
description appearing in an advertisement now come within the pro
tection of the Merchandise Marks Act. At first sight it would appear 
that a straight oral description would still not come within the pro
visions of the Merchandise Marks Acts, but if the connexion between 
the statement and the actual sale were close enough, there seems 
little dou'bt that proceedings could be taken.

Heavier Penalties
Those who are particularly interested in the enforcement of 

the Food and Drugs Act might also care to notice, since action might 
in appropriate cases be taken under either measure, that the penalties 
for offences under the Merchandise Marks Act are heavier than 
under the Food and Drugs Act. Further, whereas special sampling 
procedures have to be observed in food and drugs cases, with a time 
limit applying to the institution of proceedings, no such conditions 
apply to actions under the Merchandise Marks Act. There are, of 
course, limitations to proceedings under the Merchandise Marks Act. 
So far as proceedings on indictment are concerned, section 15 (Bell, 
cited at footnote 2, at p. 566) operates, but it seems probable that in 
the case of summary proceedings, the six-month limit of section 104 
of the Magistrates Courts Act, 1952, would apply. These differences 
might well influence a local authority instituting proceedings, though 
normally one would expect the authority to take action under the 
Food and Drugs Act, under which their normal duties arise.

Since the Merchandise Marks Act antedated the 1938 Food and 
Drugs Act by some 50 years, it is not surprising to find that the 
greater volume of case law has arisen from the application of false 
trade descriptions to foods. Some of these actions might have been

1 This was sub-section 2A to section etc., (International Convention) Act of
5 of the Merchandise Marks Acts, 1938, section 10. See Bell’s Sale of1887, which was inserted by the Patents, Food and Drugs, 13th ed., at p. 563.
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taken today under the Food and Drugs Act. One or two cases 
under the Merchandise Marks Act are quoted to illustrate this point.

L e m y  v. W a tso n  (1915) established that brisling, treated and 
packed like sardines, were falsely described as sardines.

In H o lm es v. P ip ers  (1914), the Court made the man-in-the- 
street’s knowledge their guide in condemning the description “British 
Tarragona W ine” applied to a five-to-one mixture of British wine 
with Tarragona, and held that the apparent contradiction in terms in 
the description would not be apparent to those without special 
knowledge. “These Acts are designed to protect persons who have 
not all this knowledge” was the dictum of one of the judges.

Again, though there was a trade practice to describe mixtures 
of Scotch and Irish whiskey as “Scots Whiskey,” the practice was 
not known to the public, and in H en derso n  and T urnbu ll v. A d a ir
(1939), this was held to be a false trade description. Lastly, in the 
recent case of K a t v. D im en t (1951), the description “non-brewed 
vinegar” applied to a synthetic acetic acid product was condemned. 
The Court held that vinegar was a product of the acetous fermenta
tion of alcohol, and it therefore followed that this synthetic product did 
not come within the genus vinegar. The species qualification “non- 
brewed” could not clear the falseness of the basic description, even 
though it had been used for many years and may not have misled 
the purchaser. It would seem to follow that the time-honoured 
description “non-alcoholic wine” could be challenged under this 
ruling; at any rate, it has been dropped from the Ministry of Agri
culture, Fisheries & Foods Orders dealing with soft drinks. Indeed, 
it might be an interesting exercise to consider whether other “popu
lar” descriptions applied to certain foods might not also be challenged 
on the Strength of the ruling in K a t v. D im ent.

Incidentally, the “Scots Whiskey” case and the “non-brewed 
vinegar” case are typical instances of the value of the Merchandise 
Marks Act in resolving the claims of rival trade interests. Both could 
have been taken under the Food and Drugs Act had one of the parties 
been able to persuade a local food and drugs authority to spend its 
ratepayers’ money on the proceedings. But local authorities are not 
quite so green as to fall for this view of their duties—nor was the 
Ministry of Food, which was also an enforcing authority by this time.

M is le a d in g  L a b e ls
So much for a rapid survey of the relationship of these basic 

measures. Let us now consider how things have gone since the
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Food and Drugs Act of 1938 first brought misleading labels and 
advertisements into the net, remembering at the same time that 
power was given to the Minister to make “food regulations” regulat
ing the labelling, but not the advertising of food.

The second World War had started before the Act came into 
force. Ministers had something else to think about, and it is not 
surprising, therefore, that there were no immediate developments. 
By 1943, however, action could no longer be delayed, for food sub
stitutes had flooded the market and malpractices bom of food short
ages had to be tackled. The Defence (Sale of Food) Regulations 
of that year made the wartime Ministry of Food responsible for the 
administration of the new powers in Section 8 of the 1938 Act. But 
the Defence Regulations went a little farther than this. They laid 
down specifically that a label or advertisement which misleads as to 
the nutritional or dietary value of a food misleads as to its nature, 
substance or quality—a most valuable clarification of the legal posi
tion. Again, by an additional power not formerly enunciated, the 
Minister was empowered to restrict by Order claims on labels or in 
advertisements as to the presence of vitamins and minerals in food. 
In due course the new power was exercised in the Labelling of Food 
Order, and it has been of enormous help in preventing an uncon
trolled “vitamins-in-food” campaign. Until the 1955 Food and Drugs 
Act came into force, this was the only specific control of food 
advertising in our food and drugs legislation.

Long-awaited Remedy
Looking back to 1943, one is inclined to wonder whether, under 

the exigencies of war, powers to regulate food advertisements gen
erally, on a par with those applying to food labels, might not have 
been obtained. I think the truth is that no one thought of this. 
However, the absence of power to regulate food advertisements has 
proved a serious handicap to the better protection of the consumer, 
and the remedy has taken 12 years to appear. To my mind, one of 
the most important new provisions in the 1955 Act was the inclusion 
of this very power. Strangely enough, it has gone almost unnoticed, 
and has occasioned remarkably little comment. No Food Advertising 
Order, corresponding with the now well-established Food Labelling 
Order, has yet been made, nor has there been even the suggestion 
that one is on the stocks.
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Let me emphasize, therefore, that if there are trends in food 
advertising today which are open to criticism as being unethical and 
contrary to the consumer’s interest, there is now power to deal with 
them by regulation. From the consumer’s angle, it must be obvious 
that advertising is of greater importance than labelling. When one 
thinks of the power of advertising, with some six million of the adult 
population viewing the I. T. A. programme every day, the futility of 
controlling certain claims on food labels and leaving the advertising 
of the same products practically free from control should be obvious. 
Somehow or other, we seem to have put the cart before the horse. 
This is shown by the evidence given by the Food Manufacturers’ 
Federation before the W illis Committee in 1934, when they stated 
that unless food advertisements were subjected to the same regula
tions as labels, the law would be stultified.

What then are the labelling controls already in force which 
logically should also apply to advertisements, even if our reforming 
zeal carried us no farther than this?

The case of vitamin and mineral claims has already been men
tioned. The Advertising Association has continued to do much 
good supporting work.

Another quite important control is that, under the Labelling 
Order, tonic claims on labels must not be based on the presence of 
alcohol, carbohydrates, protein derivatives or caffeine in the food. 
Further, in the case of beverages, tonic, restorative or medicinal 
claims (for example, “beneficial to invalids”) may not be made 
unless the tonic ingredient is named on the label and the quantity 
present is disclosed. Clearly, these are only half-measures unless ad
vertisements have to conform to the same measure of control.3

Special labelling requirements apply to particular foods, to ensure, 
for example, that canned garden peas can be distinguished from 
processed peas by examining the label rather than waiting for the 
evidence obtained on opening the tin. Similarly, the use of the terms 
“French” coffee and “Viennese” coffee are regulated to avoid confu
sion with ordinary coffee. Surely advertisements for all these products 
should be subject to at least the same, if not, indeed, more stringent 
control.

3 I t  should be pointed ou t th a t since 
this paper w as w ritten , a  lim ited use 
of the pow er to  m ake regulations as 
to  the advertising  of foods has been 
exercised by  the  M inistry  in A rticle
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7 AC of the Labelling  of Food O rder, 
1953 (Bell, cited a t footnote 2, a t p. 
45S) and in m ore recent O rders relating 
to  Emulsifiers and Stabilizers, Preserva
tives, B read & F lour, etc.
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Even were this done, most advertisements would escape such 
regulatory control because, since the claims made in the advertise
ment do not appear on the labels, no labelling regulation has been 
called for. This leaves us with little to go upon but the desirability 
of examining advertisements to determine whether any alternative 
action is necessary. I have no doubt that in the consumer’s interest 
this is the case. Indeed, some of the simpler and more obvious cases 
have been dealt with administratively by the Ministry, even without 
amending the labelling regulations. An example is the discouragement 
given to the use of such words as “Doctor” or “Nurse” as a prefix 
to the names of foods, and its general acceptance by the trade.

I believe it is high time that some of the trends in modem food 
advertising were critically and officially reviewed. Good food adver
tising can legitimately discuss nutritional value, coupled with 
excellence of production, but surely special health claims and pseudo
medical claims should be banned, except in the case of foods put up 
for special dietary purposes, for example, diabetic foods. No single 
food holds the keys to good health, but from some advertisements one 
might almost begin to believe that this was the case. Today the Press 
carries advertising themes which on occasion descend to a type of 
“fear advertising.” I have in mind an advertisement some months ago 
which implied that there was a connexion between thrombosis and 
the intake of cholesterol; its moral was: “Eat more fish and less 
meat.” This kind of statement should have no place in good adver
tising. Hardly less objectionable are those food advertisements which 
urge you to avoid partial or disturbed sleep, or to obtain (on the 
doctor’s advice!) the right sort of sleep, and so on. From this we 
proceed to advertising appeals on the importance of counteracting, 
from the cradle to the grave, certain adverse factors in the diet if you 
want to enjoy full health. If only the medical profession could pre
scribe accordingly for the welfare of the community, what long lives 
we could all look forward to!

In all these cases the food advertised is a worthy product—it is 
the exaggerated style and trend of the advertising to which objection 
is taken. Surely manufacturers need not go to these lengths to sell 
their goods? Unfortunately when one trader starts it, competitors 
feel they have to follow. In this connexion it is interesting to notice 
that India has gone a step ahead of us, for in her Prevention of Food 
Adulteration Rules of 1955 a ban is placed on the use of words imply
ing recommendation by the medical profession on food labels. How
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welcome should be similar action by this country, in relation to both 
labels and advertisements.

Again, one is invited to eat ourself slim, and so on. This may 
indeed be possible, but slimming practices, without medical advice, 
are not free from danger. Generally speaking, it is open to question 
whether it is in the consumer’s interest for the advertising of foods 
to follow these paths. At the opposite end of the scale there are the 
energy claims and the recommended use in convalescence of carbo
hydrate foods and especially of dextrose (under the less accurate 
description glucose). The medical evidence in favour of consuming 
a relatively expensive sugar like dextrose in preference to sucrose is 
somewhat thin, at any rate so far as the vast majority of the popula
tion is concerned. Further, such claims become less worthwhile when 
applied to fruit drinks, since those made from cane sugar are com
pletely inverted within a day or so of manufacture. The really dis
turbing part of this fashion for boosting glucose by one advertiser is 
that again it pushes rival traders to try to cash in by similar methods. 
Such advertising seems basically unethical and of no service to the 
average consumer. In the long run it seems more than likely that it 
will do the reputable food manufacturer little good. If our legislators 
will not intervene, perhaps the Advertising Association can be per
suaded to do something about it.

Wordy Advertisements
A word of warning is warranted on the verbose character of some 

advertisements, though of itself this need not call for criticism. The 
advertising agent and his client are presumably the best judges of 
their value, but still their very wordiness may not be free from danger. 
Whereas no single statement could be pinned down as misleading, 
yet on occasion the over-all impression leaves the critic uneasy. I 
remember a judgment in the American courts arising out of the 
advertising of a multiple vitamin and mineral capsule, when the judge 
held that the advertisements were fairly “intended to induce the gen
eral public belief that the ordinary food diet of the U. S. is deficient in 
minerals and vitamins and that it is necessary to supplement the diet 
in practically all cases by a composition of vitamins and minerals.” 
He accepted the evidence of “several competent and experienced 
physicians” that this was not the case. Thereupon he stated that “in 
determining the question of falsity, the advertisements must be con
sidered in their entirety and as they would be read or understood by 
those to whom they appeal.”
PAGE 4 4 8  FOOD DRUG COSMETIC LAW JOURNAL----AUGUST, 1 9 6 4



The same point was made in another judgment in these words:
. . the law is not made for experts but to protect the public— 

that vast multitude which includes the ignorant, the unthinking, and 
the credulous, who, in making purchases, do not stop to analyse, but 
too often are governed by appearance and general impressions.” And 
yet again—another dictum—“. . . words and sentences (in adver
tisements) may be literally true and yet be framed in such a setting as 
to mislead or deceive.”

This last statement is surely in agreement with Section 6(5) of 
our own Food and Drugs Act, which states that “the fact that a label 
or advertisement . . . contained an accurate statement of the
composition of the food or drug shall not preclude the court from 
finding that the offence (that is, that the label or advertisement was 
misleading) was committed.”

It seems legitimate to quote these American judgments, for the 
offence of issuing a misleading label or advertisement is the same 
in both countries. Further, it should not be without interest to notice 
how closely the dictum, quoted earlier in H o lm es v. P ipers, is fol
lowed. I have some confidence for suggesting, therefore, that our own 
High Court would adopt the same views, and this point might well be 
taken by the Advertising Association in their own efforts to improve 
the ethical standard of food advertising.

I have already referred to the power of TV advertising. The
I. T. A. has issued a booklet on the principles of TV advertising which 
is most useful and informative. It is clear therein that the advertis
ing of medicines is controlled most carefully, but that of foods is not. 
Canada has tackled this subject in the most forthright manner, for 
under the regulations of the Canadian Broadcasting Corporation every 
script for the broadcasting of food and drug continuities must have 
the prior approval of the Department of National Health and Welfare.

The better protection of the consumer can hardly be obtained 
without recourse to the new powers that have been given in the 1955 
Act, but the Government certainly seems slow to use them. It is high 
time a start was made.4 Failing that, one can only hope that the 
Advertising Association will continue their valuable advisory work 
with the trade. Perhaps the announcement by the late Sir Frederick 
Hooper, on behalf of the Association, about the formation of a Con

‘ The Ministry’s Food Standards is anticipated that some further applica- at present reviewing the labelling and tion of the power to regulate advertise- 
advertising of food, and it may be ments may be recommended.
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sumers’ Council is another pointer. The Council, we are told, is 
designed to bring about closer contact between consumer and adver
tiser and its aims should have our fullest support.

I hope my paper has not given the impression that all food adver
tising is bad, or even that most of it is open to criticism. That would 
not be my opinion, and, moreover, it would be far from the truth. 
But bad habits seem to be creeping in, and bad habits seem to grow 
quicker than good ones. The law at last gives power to deal with 
these matters, and I hope for the benefit of all concerned that you will 
be persuaded to use what influence you have to press for the imple
mentation of these powers. [The End]

MULTI-MILLION DOLLAR VITAMIN AND FOOD 
SUPPLEMENT BUSINESS HALTED

A federal court has ordered a halt to a multi-million dollar, nationwide business by six interlocking firms selling vitamins and other food 
supplements with false health claims in the labeling, the Food and Drug Administration, Department of Health, Education and Welfare 
announced. Judge Arthur S. Lane of the District Court at Trenton, New  Jersey, issued a temporary restraining order against the six firms. Judge Lane will set a hearing on a preliminary injunction for later this month.

The complaint for injunction charged that the defendants receive bulk drums of food supplements in capsule form from various firms and 
repack the capsules into retail size containers. Large quantities of promotional literature are used to induce purchasers to buy the preparations. 
Judge Lane’s order prohibits these products from interstate distribution under false and misleading claims. The injunction complaint charged that the products are misbranded as follows:

(1) The labeling falsely suggests that the nutritional needs for men and women differ.
(2) By listing certain ingredients the labels falsely imply and suggest that the nutritional value of various capsules is enhanced by their presence.
(3) Labeling statements falsely imply that large amounts of com

mon foods must be consumed to furnish quantities of nutrients equal to those present in one of the food supplement capsules.
(4) The products are falsely represented to be effective for the treatment or prevention of some 38 disease conditions.
(5) The product’s labeling falsely suggests that nearly everyone in this country is suffering from or is in danger of suffering from a dietary deficiency of vitamins, minerals and proteins which is likely to result in specific deficiency diseases.
(6) The products are further misbranded because they are often represented to contain a “lipotropic factor” (a substance involved in the liver’s metabolism of fat) and their labeling fails to bear adequate directions for use as such.
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The Physician and the FDA
By JOSEPH F. SADUSK, JR., M.D.

This Paper Was Presented Before a Joint Meeting of the Sections on 
Autoimmune Diseases, Experimental Medicine and Therapeutics, Internal 
Medicine, Pathology and Physiology, and Preventive Medicine, at the 
American Medical Association Convention in San Francisco on June 23, 
1964. Dr. Sadusk Is Medical Director of the Food and Drug Administration.

WHILE SOME STATES had taken elementary steps toward drug 
regulation at the turn of the century, the problems of un

warranted promotion of drugs were basically uncontrolled until the 
passage of the first Pure Food and Drug Law in 1906. This law, 
judged by today’s standards, was totally inadequate, but for the first 
time it provided a limited control of interstate traffic in drugs. Judged 
by the standards of 1906, it was a landmark law of first importance.

Over the following years, some improvements were slowly made 
in the 1906 statute. For instance, a provision instituted in 1912 made 
it possible for the government to take action on false therapeutic 
claims for drugs, but only  if it could be established that such claims 
were made fraudulently.

Then came the Elixir of Sulfanilamide disaster in 1937—leading 
to the death of over 100 people before the product could be removed 
from the market—and this had to be done on a legal technicality. The 
Congress took action, adding a New Drug Section to the Pure Food 
and Drug Law in 1938. This provided that a manufacturer not only 
had to test a new drug for safety, but also that he had to report the 
results to the government before the drug could be marketed.

Another major step occurred in 1962 with the passage of the 
Kefauver-Harris Drug Amendments which provided the following 
safeguards to the public:

(1) The producer of a drug had to prove that his drug was effec
tive, as well as safe, for its intended uses;

(2) Adequate controls were provided for the distribution and use 
of investigational drugs;
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(3) Prescription drug advertising was carefully controlled;
(4) Improved procedures and strengthened requirements for 

approving and withdrawing approval of new drug applications were 
promulgated;

(5) Principles were established for the production of drugs under 
good manufacturing practices; and

(6) Provisions were made for record keeping and reporting of 
experience with approved drugs by the manufacturer, permitting the 
government to continuously and regularly follow a drug when it 
appeared on the market; thus that if safety or effectiveness could no 
longer be assumed, the drug could be removed from the market or its 
labeling could be appropriately revised.

I cannot overemphasize the importance of these amendments. 
For the first time, the Food and Drug Administration was given ade
quate authority to refuse to approve or to withdraw approval of a new 
drug on the grounds that the claims for effectiveness were not ade
quately supported by the evidence available.

These amendments were at first greeted with dismay by investi
gators and the drug industry. The investigator feared that his free
dom in research was going to be stifled by some provisions of the Act, 
particularly that portion dealing with the need for obtaining consent 
from the patient before embarking upon the use of an experimental 
drug. But the need for such consent was not new since the Judicial 
Council of the American Medical Association some years ago outlined 
three requirements to be satisfied before a physician could experiment 
with new drugs or procedures in the human. These were :

(1) The voluntary consent of the person on whom the experiment 
is to be performed must be obtained;

(2) The danger of each experiment must be previously investi
gated by animal experimentation; and

(3) The experiment must be performed under proper medical pro
tection and management.

The investigator’s fears about the patient-consent provision of the 
federal law are unnecessary, since under that law an investigator may 
dispense with such consent when this is not feasible, or where in the 
investigator’s professional judgment, it would be contrary to the best 
interests of the patient under investigation.
PAGE 452  FOOD DRUG COSMETIC LAW JOURNAL— AUGUST, 1964



The pharmaceutical industry believed that the clearing procedure 
by FDA would be so formidable that new drugs would not find their 
way to the physician. This fear has also been found to be unjustified 
since new compounds do regularly continue to reach the doctor. In 
brief, while the clearance of drugs has become more demanding, the 
public has benefited by our rigorous process of carefully screening 
a drug for both safety and effectiveness.

Let us go more thoroughly into this concept of balancing useful
ness of a drug against its dangers, since the physician is faced every 
day with the problem of deciding fo r  h is pa tient whether the potential 
benefits from use of a medication justify the risk in administering it. 
This is a basic problem since no drug, even aspirin, is without danger. 
The only difference is that some drugs are more toxic than others. 
Some produce adverse reactions relatively frequently, others rarely. 
The more toxic a drug is, the more care a physician must take in its 
use. He must not use potent drugs, which are capable of producing 
death and disability, for trivial complaints.

In this respect, what is the relationship between the doctor and 
the FDA? The relationship is a close one, and indeed, the relationship 
will grow closer as time goes along. The Congress, in the public 
interest, has charged the FDA with the responsibility of seeing that 
the profession is provided with effective and safe drugs for their 
patients and with adequate information for the safe and effective use 
of these drugs. Consequently, the physician and the FDA have a 
mutual interest—and this carries with it a mutual responsibility— 
in the careful and judicious administration of medications.

Now, to a certain extent this, is done by the FDA under its 
responsibilities to provide assurance, insofar as is humanly possible, 
that under the conditions of use proposed in its labeling, a new drug 
may reasonably and responsibly be judged to offer the benefits claimed 
for it and that the benefits outweigh the potential hazards. But we 
must also depend upon the physician to apply these principles of 
balancing efficacy against toxicity at the individual patient level. 
The doctor must decide, in light of a drug’s potential toxicity, that its 
use is warranted for his patient.

Such a drug, efficacious but also capable of significantly serious 
toxic reactions, was introduced to the physician in February of 1961. 
This drug was tranylcypromine, perhaps better known to you as
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Parnate—a name which I shall use during the remaining presentation. 
Due to the appearance of what seemed to be an excessive number of 
adverse reactions, the drug was removed from the market by the 
manufacturer in February 1964, upon the recommendation of FDA.

Since then, the FDA has continued to collect and evaluate the 
adverse reaction information on an estimated 1.5 million patients 
treated with Parnate in the United States up to February 1964. In 
addition to side effects, such as hypertension, vertigo, tachycardia, 
cardiac arrhythmia, nausea and vomiting, chest pain and dilatation of 
pupils, more serious reactions such as headache, neckache, and hyper
tension, with or without a stroke, were found. These more serious 
reactions seemed to bear a relationship, in some instances, to other 
medications administered simultaneously, such as other mono amino 
oxidase inhibitors, sympathomimetics (including amphetamines) and 
vasoconstrictors. Even cheese, presumably due to its tyramine con
tent, seemed to be associated in some cases with these reactions, 
especially the appearance of hypertension.

The most serious reaction observed was that of the hypertensive 
crisis and which, in some cases, was connected with a cerebral vascular 
accident. Approximately 500 cases of induced hypertension were 
found. In addition, 38 cerebral vascular accidents were collected, 
among which 21 deaths were recorded. These cases have been care
fully analyzed by our Bureau of Medicine staff. The usual difficulty 
of determining whether the relationship of the stroke to Parnate was 
causal or temporal was compounded by the fact that other significantly 
important drugs were being received by the patient at the time he took 
Parnate. But be that as it may, our medical review would indicate 
that there was a highly probable causal relationship in only 7 of the 
38 cerebral vascular accidents. Of these 38 strokes, 25 were on con
comitant medication, and 10 were of age 60 or above. Of the 21 deaths 
from stroke, six were of age 60 or above.

In final summary of the toxic potentiality of Parnate, we concluded 
that it was a drug capable of severe side reactions, some even leading 
to death, but that these serious reactions were seemingly low in inci
dence. Nevertheless, it remains clear that the use of Parnate calls 
for continuing care on the part of the physician, not only from the 
aspect of selecting patients carefully, but also from the point of care
ful observation and follow-up of the patient.

We then evaluated the efficacy of the drug, taking into account 
the definition of “substantial evidence” which, as defined in the Federal
PAGE 4 5 4  FOOD DRUG COSMETIC LAW JOURNAL----AUGUST, 1964



Food, Drug and Cosmetic Act means “evidence consisting of adequate 
and well-controlled investigations . . .  by experts qualified by scientific 
training and experience to evaluate the effectiveness of the drug 
involved.” While we found only a small number of controlled studies, 
these did indicate effectiveness of Parnate in the treatment of depres
sion. Our conclusions were supported not only by experts from the 
National Institute of Mental Health of the United States Public Health 
Service and St. Elizabeth’s Hospital, but also by investigators, and 
academic and practicing psychiatrists. In addition, many individual 
physicians have indicated to us that Parnate is a useful drug and 
indeed, that some patients appear to be Parnate “specific.”

Thus we concluded that the hazards of Parnate were justified by its 
usefulness in the treatment of severe depression, since this was an 
illness in which suicide was possible and in which electroconvulsive 
therapy could not always be used for one or more reasons. Further
more, it seemed to us that these hazards could be minimized and sub
stantially avoided by careful use of the drug. Consequently, we have 
accepted a drastic revision of the labeling of Parnate from the drug’s 
manufacturer which will allow this drug to re-enter the market for use 
only in severe cases of mental depression.

To meet its obligation under the law, the FDA accepted revised 
labeling which imposes drastic restrictions on the use of Parnate. 
Some of these restrictions are : (1) Parnate is to be used only in cases 
of severe  depression ; (2) Parnate is to be used only on patients who 
are either hospitalized or in patients who are under close observation 
and in whom electroconvulsive therapy is not indicated and other 
medication has been found to be ineffective; (3) Parnate is not to 
be used in patients over 60 years of age or in whom there is evidence 
of history of hypertension or other cardiovascular disease; (4) The 
maximum dosage of Parnate used is to be significantly reduced, em
ploying a recommended top level of 30 mgm. per day, as compared 
to a top level of 60 mgm. per day which was indorsed in the previous 
labeling of September 1963; and (5) Parnate is not to be used in 
combination with many other potent drugs, all of which will be care
fully outlined in the new labeling. Particular warning will also be 
given to the need for the patient to abstain from cheese while on 
Parnate.

The drug’s manufacturer has estimated a maximum of six weeks 
before the drug reappears on the market and, prior to the réintroduc
tion of the drug, the manufacturer will mail a copy of the package
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circular in booklet form to all physicians. I urge all of you to read 
this circular with great care before embarking upon the use of 
Parnate, since it is a potent drug and I have been able to cover only 
a small number of the important points today. Your care in the use 
of Parnate will merit our trust in you—the practicing physician—in 
permitting the return of this drug to the market.

Just one final word on the package circular. This is a concise, 
but very informative set of recommendations to the physician on the 
use of a drug. Indications and limitations of use, warnings and pre
cautions, side effects, and administration and dosage are carefully 
outlined. The manufacturer includes one of these package circulars 
with every bottle of a drug. It is to your interest and to your patient’s 
interest that you obtain these circulars and read them carefully, since 
the manufacturer and the FDA put much time and effort into their 
preparation.

The claims for effectiveness, side effects, contraindications, and 
cautions are required to appear in brief summary form in every adver
tisement for a prescription drug. Such advertisement must present in 
fair balance what the drug may reasonably be expected to do, the 
limitations on its use, and what hazards surrounding its use should be 
borne in mind.

To a limited extent the circulars which I mentioned above are 
reproduced in the P hysicians’ D esk  R eference , published by Medical 
Economics. Physicians receive an annual copy of this book from 
Medical Economics.

Finally, you should also read the American Medical Association 
publication, N e w  and N onojficial D rugs. This is published annually by 
the AMA and contains a wealth of information on the use of 
certain drugs.

In closing, may I briefly reiterate the fact that good and potent 
drugs continue to appear for your use. But as the potency of these 
drugs increases, so generally does their complexity and their poten
tiality for harm. Consequently, it is your duty to fully inform yourself 
of the composition, mode of action, efficacy, and potential toxicity of 
these agents before you embark upon their use. This information 
is readily available to you in all package inserts, in direct mailing 
pieces, and in brief summary form even in prescription drug adver
tising. You owe a duty to your patient to use this information.

[The End]
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Use This Check List to Add to Your 
Permanent Food and Drug Law Library

Wherever things happen of importance to Food and Drug Men, you’ll 
find CCH there with handy desk helps on food, drug and cosmetic law. 
Each of these books was written by an outstanding authority in the field 
and published by Commerce Clearing House, Inc., for The Food Law Insti
tute, They serve as a chronicle of the development of food law, including 
the associated drug and cosmetic laws ; provide an adequate library for 
everyone concerned.

Some B O O K S  IN  T H E  F O O D  L A W  IN S T IT U T E  S E R IE S : *
'J G eneral S ta te  F ood  and D rug  L aw s—A nnotated, by  D avid H .

V ernon  and F rank lin  M. Depew. T able of con ten ts; 816 pages.
P rice : $17.50 a copy.

' i  C onstitutional Q uestions in F ood  and D rug  L aw s, by T hom as 
W . C hristopher. Topical index; 128 pages, 6" x 9", heavy paper 
covers. P rice : $3.50 a  copy.

Z F ederal Food, D rug, and Cosm etic A ct—Judicial and A dm in
is tra tive  R ecord. All these publications include indexes and 
case tables.

1958-1960, (K leinfeld & K aplan), 528 pages. P rice : $17.50 
a copy.

1953-1957, (K leinfeld & D unn), 1,444 pages. P rice : $25.00 
a copy.

1951-1952, (K leinfeld  & D unn), 588 pages. P rice : $12.00 
a copy.

1949-1950, (K leinfeld & D unn), 543 pages. P rice : $10.25 
a  copy.

1938-1949, (K leinfeld & D unn), 922 pages. P rice : $17.50 
a copy.

\ f  Legislative R ecord  of 1958 F ood  A dditives A m endm ent to 
F edera l Food, D rug , and Cosm etic Act. Topical index; 160 
pages, 6" x 9", heavy paper covers, P rice : $3 a copy.

\J P ro d u c t L iability  Cases, by  F ran k  T . D ierson and C harles 
W esley  Dunn. T able of con ten ts; 1,182 pages. P rice : $12 a 
copy.

•J C anada’s F ood  and D rug  L aw s, by R obert E . C urran, Q. C.
Topical index, case tab le; 1,138 pages. P rice ; $19.50 a copy.

*  Unless otherwise noted, books come in hard bound covers, red and black with gold 
stamping, size x  inches.

YOURS—FOR 15 DAYS’ FREE EXAM INATION
Any of these authoritative books can be yours for 15 days’ free exami

nation. Just fill out the handy tear-off Order Card at the right. If not 
completely satisfied after looking them over, return the books for full credit.
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