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R E A D E R
REPORTS

TO T HE
P ro du c ts  L iability . — P roposed Sec

tion 402A of the Restatement o f the Laze 
o f Torts, Second would im pose on each 
food seller com ing w ithin its term s the 
responsibility of strict liability and would 
also do aw ay with the privity require
m ent at all levels of m anufactu ring and 
distribution . P rofesso r Reed Dickerson 
of the Indiana School of Law  expresses 
stro n g  m isgivings about some aspects 
of this proposed section in the article 
appearing at page 585.

T he section would apply to  all sellers 
of “food,” which would include any 
product intended for ingestion by 
hum ans. T he au thor claims that the 
language of the section itself fails to 
outline the broad area it supposedly 
would cover. H e also takes issue with 
the failure of proposed Section 402A to 
m ention implied w arran ty . T he  obliga
tion of Section 402A has m ost, if not 
all, the characteristics of a w arran ty , 
points out P rofesso r D ickerson. He 
asks, “ H ow  can m erely classifying . . . 
a responsibility  as a new  to rt obligation 
m ake it any less a w arran ty  . . . ?”

H ow ever, the au thor finds consider
able m erit in the idea of stric t liability 
of the m anufactu re r: “ S tric t liability
provides an effective m eans of bo lster
ing direct contro ls in encourag ing the 
m anufactu rer to  m ake a safe product. 
Experience indicates tha t this encour
agem ent is an effective one and the only 
rem aining question is w hether this kind 
of preventive m easure is necessary  or

desirable.” S trict liability is desirable 
in that it a rm s the consum er with civil 
rem edies designed to give him  m ore 
adequate m eans of looking after him 
self. the au thor suggests.

Inciden tal A dditives.— In the Food 
Additives A m endm ent of 1958, C on
gress gave force to ti e FD A  judgm ent 
that a group of chemical substances— 
incidental food additives — should he 
regulated in the sam e m anner as direct 
additives. Incidental additives from 
food packaging m aterials have proved 
to  be extrem ely difficult to subject to 
the present sta tu to ry  procedure. T he 
Food and D rug  A dm inistration  has 
been forced to  expend much tim e and 
energy in investigating  incidental add i
tives, not so much because anyth ing  of 
concern was discovered, but simply 
because the num ber and com plexity of 
packaging additives exceeds anyone’s 
expectations.

T h is  situation  leads Richard C. Xelson  
to  ask if we have m ace a prudent ju d g 
m ent in deciding to regula te  incidental 
additives. T he Food A dditives A m end
m ent, he says, requires tha t the FD A  
m ust know  what, if anything, m igrates 
to  food from packaging m aterials. This 
requirem ent presents an analytical prob
lem  of staggering  proportions. In  the 
article beginning at page 597, Mr. Nelson 
puts forw ard a persuasive argum ent for 
asking C ongress to  reconsider the regu
lation requirem ents for incidental food 
additives. T h e au thor is a m em ber of
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the legal advisory subcom m ittee of the 
A m erican Paper and Pulp Association.

H azardous Substances.— O n July  12, 
1960, the P residen t approved the F ed 
eral H azardou s Substances Labeling 
Act. N ot as broad in scope as the title 
suggests, this Act applies to household 
chemical products sold in in te rstate  
com m erce. If such a product is hazard 
ous any m ay cause substantial injury 
or illness, the container m ust bear a 
w arning. T he article at page 61? is a 
report on all aspects of the H azardous 
Substances L abeling Act. It was p re 
sented before the D ivision of Food 
D rug  and Cosm etic Law, Section of 
Corporation, Banking and Business Law 
of the Am erican B ar A ssociation on 
A ugust 9. T he au thor is G ange T. 
Scriba, vice chairm an of the P recau 
tionary  Labeling  C om m ittee of the 
Chemical Specialties M anufacturers A s
sociation.

F ood  Science and Technology.—T he 
Im perial College of Science and T ech
nology of London, England, will be the 
site of the F irst In ternational Congress 
of Food Science and T echnology next 
Septem ber. 'File program , which will 
run from  Septem ber 18 to 21, 1962, will 
be divided into four sections to  insure 
broad and com prehensive coverage of 
w orld-w ide food science problem s. A 
m ajor item of business will be the pos
sible form ation of a continuing govern
ing body for planning future International 
C ongresses and o th e r activities. Full 
details of the program  will be announced 
la te r and published in this J ournal.

A gricultural C hem ists M eeting.—O c
tober 30 to Novem ber 1 are the m eet
ing dates fo r .th e  annual fall ga thering  
of the A ssociation of Official A gricul
tural Chem ists. O ver 1,000 federal, 
sta te  and local regula tory  scientists and 
representatives of industry  and colleges 
are expected to ga ther in W ashington , 
D. C., for this m eeting. T he papers 
listed for presentation  reflect the in

creased em phasis on the use of p re 
cision instrum en ts for chemical and 
biological analysis. T h e  new  techniques 
of "electron cap tu re” and m icrocoulo- 
m etric  gas chrom atography' have been 
used to analyze the com position of 
foods and to detect pesticide residues 
with increased sensitivity of results. 
T he banquet speech will be delivered 
by Dr. C. A . Morrell, head of the  Food 
and D rug  D irec torate  of Canada.

M edical L ite ra tu re  A w ard. — T he
A m erican M edical W rite rs ' A ssociation 
recently' announced th a t Dr. Charles F.. 
Lyght is the w inner of 1961 “ D istin 
guished Service A w ard ,” p resented  an 
nually to a m em ber of the association. 
T he  aw ard honors a m em ber “w ho has 
m ade distinguished contributions to 
m edical literatu re or rendered unusual 
and distinguished service to  the m edical 
profession.” T he association is com 
posed of nearly  1,500 m edical w riters 
and editors.

Dr. L yght is director of m edical pub
lications the M erck, Sharp  and Dohm c 
Research L aboratories. In this capac
ity, he has served as editor-in-chief of 
the eighth, ninth and ten th  editions of 
the Merck Manual o f Diagnosis and 
Therapy.

W H O  A ssignm ent.—At the request 
of the W orld  H ealth  O rganization , Dr. 
M ayhew D erryberry , of the U. S. P u b 
lic Health Service, will serve as a 
special W H O  consultant to  the H ealth  
M inistry  of Japan  for six weeks. Dr. 
D erryberry  began his assignm ent on 
O ctober 1.3.

Dr. D erryberry , who heads the health 
education activities of the Public H ealth 
Service and is in ternationally  know n in 
his field, will assist Japanese health 
au thorities in review ing and expanding 
their w ork in health education. He 
will re tu rn  to the U nited S tates on 
D ecem ber 1.3, w ith a stop in M anila 
to report on his assignm ent to  the 
W H O  W estern Pacific Regional Office.

p a g e  584 FOOD DRUG COSM ETIC LAW JO U R N A L — OCTOBER, 1961



Vol. 16, No. 10 October, 1961

Ibod-Drug Cosmetic Law
-----------------------------------------------------------------------------------------

The Basis
of Strict Products Liability

By REED DICKERSON

This Paper Was Presented Before the Division of Food Drug Cos
metic Law, Section of Corporation, Banking and Business Law of the 
American Bar Association at the Annual Meeting in St. Louis, August 
9. It Is a Companion Paper to “ Restatement or Reformation?" by 
William J. Condon, Which Appeared in the August, 1961 Issue of 
This Magazine. Mr. Dickerson Is Professor of Law at Indiana Uni
versity and Author of Products Liability and the Food Consumer.

AT T H E  1961 M E E T IN G  of the A m erican L aw  In stitu te , the Re- 
- p o rte r for the Restatement o f the Law  of Torts, Second, Dean W il

liam L. P rosser, proposed th a t the follow ing new  section be in serted :
Section 402A. Special Inab ility  of Sellers of F o o d — O ne engaged 

in the business cf selling food for hum an consum ption w ho sells such 
food in a defective condition unreasonab ly  dangerous to  the consum er 
is sub ject to liability  for bodily harm  thereby  caused to  one w ho con
sum es it. even though  (a) the seller has exercised all possible care in 
the preparation  and sale of the food, and (b) the  consum er has not 
bough t the food from  or entered  in to  any con tractual relation w ith  the 
seller.

Before tu rn in g  to  w h a t I consider the solid m erits of the proposed 
section, let me m ention several reservations and the related  questions 
th a t th ey  raise. T he  first of these re lates no t so much to the tex t of 
the section as to  w h at is claim ed for it by its au thors. A com m ent to
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the section explains th a t the term  “food '’ is in tended to  include all 
products for ingestion by hum ans, including drugs th a t are so con
sumed. On the o ther hand, the com m ent also tells us th a t “food” does 
not include clo th ing or hair dye. In view of the m odern tendency to 
legislate by legislative history, th is s ta tem en t is generously  reassuring!

Even so, the com m ent invites s tro n g  m isgivings. If the au tho rs  
mean to cover so wide an area, w hy should they  not say so in the 
section itself?  M oreover, the category  is broadened to  include ingested 
drugs, o ther problem s arise. F irs t, as the critics of the  section have 
been quick to point out. it becom es harder to support the proposed 
section as a “resta tem en t” of the law. Second, it becom es harder to  
find policy reasons to support a section th a t goes so far and no farther. 
W hy, for exam ple, should priv ity -free liability  be im posed in the case 
of an ingested d rug  and no t in the case of a nasal spray  or a sup
posito ry? I t is ironical th a t, according to  the in terp re ta tive  com m ents, 
it would include a tu larem ic rabb it th a t infected a chef w ho m erely 
handled it. bu t exclude a surgical nail th a t w as consum ed in ternally .

T he essential undesirab ility  of the stopp ing place proposed by the 
official com m ents w as so app aren t th a t the in s titu te  voted to extend 
the principle expressed by the proposed section to  cover all products 
for in tim ate  bodily use. W hile  th is m akes m ore consisten t sense from  
a policy standpoin t, it m akes it correspondingly  harder to call the 
proposed section a “resta tem en t” of cu rren t law.

One of the m ost in terestin g  features of the proposed section 402A 
is th a t it says no th ing  at all about im plied w arran ty . T he com m ents 
to  the section explain th a t th is is done for several reasons. F irst, 
w arran ty  trad itio nally  requires reliance on some prom ise or rep resen
tation  of the seller, w hich w ould be hard  to  spell out in a situation  ir  
which the consum er m ay no t even know  or care w ho sold the product. 
Second, a lthough w arran ty  has som e of the  aspects of to rt, m any 
courts insist th a t it is inseparable from  a sale betw een the parties. 
T h ird , w arran ties  are covered by the U niform  Sales A ct, w hich has 
been construed  by m any cou rts  to  exclude w arran ties  to  anyone o ther 
than  the im m ediate buyer. F o u rth  and fifth, add itional problem s re la t
ing respectively to dam ages and disclaim ers in teg ral w ith  the concept 
of w arranty should, of possible, be avoided. Finally, it would be anomalous 
to include in the resta tem en t one kind of w a rran ty  while excluding all 
others. All these problem s are sw ept aside by the sim ple device of 
no t m ention ing the nau g h ty  w ord “w arran ty .”
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T his line of reasoning  baffles me. H ow  can m erely classifying 
such a responsi oility as a new  to rt obligation m ake it any less a 
w arran ty , especially w hen m any authorities, including som e courts, 
have long contended th a t breach of w a rran ty  should be trea ted  as a 
to rt?  M oreover, the  m ere use or avoidance of a nam e has not been 
no tab ly  successful in p reven ting  the courts from  doing their own 
classifying. C ourts sophisticated  enough to  pierce the corporate veil 
or to declare a s ta tu te  general in form  special in substance can cer
tain ly  penetra te  a label or. conversely, supply a m issing one.

Is the obligation described in the proposed section 402A in effect 
a w arran ty ?  I t  has m ost, if not all, of the characteristics of a w ar
ra n ty : I t  perform s the function of a w arran ty . I t  relates to the
quality  of the goods. I t  is engrafted  on a sale. It affects a relationship 
dealt w ith by the U niform  Sales Act. W h at, then, is lacking? Cer
tainly , the m ere absence of an actual prom ise or represen ta tion  is not 
significant in view of the long h isto ry  of the  w arran ty  im plied in law.

T he problem  m ay become largely academ ic in view of the  appar
en t indifference of the courts in some sta tes to  the language of the 
U niform  Sales A ct and in view of the  replacem ent of th a t act by the 
U niform  Com m ercial Code in others.

W ith in  the  area of its coverage, the  proposed section 402A w ould
(1) do aw ay w ith  the p riv ity  requirem ent a t all levels of m anufac
tu rin g  and distribu tion , and (2) im pose on each seller com ing w ith in 
its term s the responsib ility  of s tric t liability.

In  doing aw ay w ith  priv ity , w ould the proposed section reflect the 
preponderance of existing law, or w ould it pull itself up by its own 
boo tstraps by pu rp o rtin g  to reflect law  th a t it w as only creating? 
So far as food is concerned, a good case can be m ade for calling th is a 
true  resta tem en t of a t least a m ajo rity  of the courts th a t have ex
pressed them selves on the subject. F o r d rugs and cosm etics and other 
p roducts for in tim ate  bodily use, on the o ther hand, the  tren d  tow ard 
abolish ing the p riv ity  requirem ent has lagged far behind. A lthough  in 
th is area it w ould seem difficult to susta in  the proposed section as a 
“resta tem ent,"  its au tho rs contend th a t the  g reat bulk of the priv ity  
cases are old ones no t fully rep resen ta tive  of cu rren t judicial th inking.

W hile it m ay be desirable for the A m erican L aw  In s titu te  not to 
m islabel its own products, the  question of how fully the substance of 
section 402A reflects existing  law hardly  affects the m erits of the rule 
of law  th a t it states. W h a tev er difficulties there m ay be in ra tio na l
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iz ing  th a t section as a resta tem en t of cu rren t law, there is little  occa
sion for extended m ourn ing  over the  death of the p riv ity  requirem ent. 
F o r food, it is tim e for the  funeral and, if p resen t indications are 
reliable, it is only a m atte r of tim e before the p riv ity  requ irem en t will 
be dead for m ost o ther p roducts as well.

T he p riv ity  requirem ent m ade a lot of sense in the kind of casual 
transac tion  th a t took place betw een tw o farm ers in the sim ple sale of 
a horse, w here the  seller had no reason to  be concerned in the  tra n s 
action beyond his im m ediate buyer. If the buyer la ter resold the horse, 
th a t w as likely to  be a w holly independent and unrelated  transaction . 
H ow  different the pa tte rn  of m ass d istribu tion  of com plicated fab ri
cated goods is today. T he  m anufactu rer know s, w hen he sells to  a 
p rim ary  d istribu to r, w holesaler, or retailer, w here the goods are u lti
m ately going, and he is equally in terested  w ith  them  in seeing th a t the 
goods get there. In  such a clim ate, the factual presuppositions of the 
original p riv ity  doctrine seem unreal.

Some courts have begun to  see th a t, w hether or no t they  consti
tu te  express w arran ties, m an u fac tu re rs’ advertising  appeals today  are 
aim ed prim arily  at the consum er, over the heads of any in terven ing  
d istribu tors. T h is e ither m akes the p riv ity  requirem ent a m eaningless 
anachronism  or allow s us to  argue, w ith  good logic, th a t even if there 
is still a p riv ity  requirem ent the m anufactu rer and consum er comply 
w ith  it because in effect they  deal face to face.

One of the m ost persis ten t argum en ts for the re ten tion  of the 
priv ity  requirem ent is th a t it gives the m anufactu rer a needed shield 
against the fraudulen t claim. A high percentage of claim s for o roducts 
liability  appears to be e ither dow nrigh t fraudulen t or. m ore often, valid 
in part bu t grossly  exaggerated .

A lthough there is reason to  be sym pathetic  w ith the m anufacturer 
in his predicam ent, the  p riv ity  requirem ent is for th is purpose w holly 
unselective. I t  gives the m anufac tu rer a w elcom e defense against the 
fraudulen t claim, bu t it also lets him out w hen, as often happens, he is 
confronted w ith  a valid one. Some m anufactu rers will undoub tedly  
answ er th a t, as a m atte r of grace, they often m ake an appropria te  
se ttlem ent of an honest claim even though  they  are not legally ac
countable. U nfo rtunate ly , th is leaves the consum er a t the m ercy of 
the manufacturer. I suspect that some m anufacturers are not so generous.

M oreover, the m anufactu rer is no m ore vu lnerab le to a fraudulen t 
w arran ty  suit than  he is to  a fraudulen t negligence suit. M ost m anu
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fac tu rers  are already stripped of p riv ity  protection in negligence suits 
and, if they  do any  d irect selling, in w arran ty  su its  as well. No plain
tiff can fake the defendan t’s negligence as such, b u t he can and often 
does fake causation. F o r th is reason, it seem s th a t so far as the 
chances of fraud are concerned there is no real difference betw een a 
p roducts liability  su it b rou gh t on the theory  of negligence and one 
b rou gh t on the theory  of w arran ty .

T he p riv ity  requirem ent is an anachronism  th a t we would do well 
to  ge t rid of as soon as possible, a t least in the m ercantile con tex t th a t 
we have been considering. T he problem  to which the leg islatures and 
the courts m ust now  address them selves is th a t of defining the kind 
of liability  to wThich the m anufac tu rer should be exposed. W hile 
m an u fac tu re r’s d irect liability  is no t necessarily  stric t liability , th a t 
is the likely resu lt if he is m ade d irectly  accountable to the consum er. 
T he rem ainder of th is  discussion will therefore be directed to tw o 
general questions re la ting  to  s tric t liab ility : (1) Should the m anufac
tu re r  be s tric tly  liable to  the consum er? (2) If so, w h at should th is 
liability  consist of?

As to  the first question, it seem s clear th a t the m anufacturer 
should be so liable, and for the follow ing reasons.

S tric t liability  provides an effective m eans of bo lstering  direct 
con trols in encouraging the m anufactu rer to m ake a safe product. 
E xperience indicates th a t th is encouragem ent is an e le c tiv e  one and 
the only rem aining question is w hether th is kind of preventive measure 
is necessary or desirable.

O ne basic objection to stric t liability  has been advanced by none 
less than  D ean Roscoe Pound. W ritin g  in 1950 (36 American Bar 
Association Journal 977. a t p. 981), I 'ound  a ttacked  w hat P rofessor 
Jam es and others are calling “en terp rise  liab ility” (e. g., 24 Tennessee 
Law Reviezv 928 (1957)) as a kind of “w elfare” m easure be tte r left to 
legislation and hav ing even a touch of M arxism . O thers have found 
in it p a rt of the  drift tow ard  governm ental paternalism . A lthough I 
have the  profoundest respect for th is  g rea t legal philosopher, it seem s 
likely th a t in s ta tem en ts  such as these he and the o thers have failed 
to  take adequate account of the  curren ts  th a t have m ade it necessary 
and even desirable to  arm  the consum er civilly. Such views no t only 
m ake false assum ptions about the natu re  of s tr ic t liability  bu t are 
based on an ou tw orn  view  of the position th a t the consum er holds 
in the general m ark etin g  scheme.
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In  Adam  S m ith ’s se lf-regu lating  econom y, it w as assum ed th a t 
buyer and seller bargained, and sellers com peted, in a clim ate of re la
tive equality. Com pare an econom y in w hich the goods are so com pli
cated, m anufacturers are so removed from  the consumers they ultimately 
serve and the  relative sophistication of consum er buyer and corporate 
seller is so d isparate, th a t the consum er is at the m ercy of those w ho 
are supposed to serve him, unless the law  adds its counterw eight.

As against the  conten tion  of D ean P ound m ade in 1950. consider 
the views of an equally em inent legal philosopher, w riting  in 1960 
(40 Boston University Law  Review  167, at pp. 183, 185) :

. . . we m ust break aw ay from  the idea of fault as the fundam ental and 
exclusive ground of liability . . . M ust we not seek repair of injuries incurred 
as incidents of w hat is done w ith no in tent or purpose of causing injury, but 
involving in the course of carry ing  it on . . . great possibility of injury to others?

W h at em inent legal philosopher said th is?  S urprisingly  enough, 
it w as Dean Roscoe Pound, w ho in the m eantim e had apparen tly  
drastically  revised his views. Incidentally , there is no reason to th ink  
of s tric t liability as some new. alien developm ent. T he re ta iler has 
long been stric tly  accountable to  the consum er. F or food, this 
responsibility  goes back probably  to  the  13th century. In fact, the 
earliest to rt liability  did not even d istinguish  betw een the in tentional 
and the accidental.

A ssum ing th a t the consum er should be protected  against the over
reaching m anufactu rer or o ther seller, buyer and seller can be pu t on 
a m ore equal basis in tw o ways. F irs t, by d irect governm ental regu
lation such as the  enactm ent of pure food laws. Second, by arm ing  
the consum er w ith  civil rem edies and defenses designed to  give him 
m ore adequate m eans of looking a fte r him self. As one w ho has 
spen t m ore than  16 years as a W ash in g to n  bureaucrat, I have come 
to  look a t d irect governm ent participation  as a second-choice approach. 
In  principle at least, it w ould seem preferable to let the consum er fight 
his own battles and to  help him do it by g iv ing him enough private 
legal w eapons and factual in form ation th a t he will have some chance 
of s trik ing  an effective blow in his own behalf. U nfo rtunate ly , in the 
field of food and o ther products for in tim ate bodilv use, it looks as if 
we m ay need both approaches.

Prevention through civil liability normally gives the m anufacturer 
tw o alternatives. H e can try  to  im prove his product to m ake it rea
sonably safe, and he can help the consum er p ro tect him self, a t little  
cost to the m anufacturer, by including w ith  the product adequate
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w arnings or directions for use. Such an approach has reduced the 
liability  of sellers of ro ta ry  law n m ow ers and, in view of the apparent 
feasibility  of including cooking in struc tions w ith  pork products, it is 
surp rising  th a t sellers of pork continue to com plain about trichinosis 
judgm ents.

T he second argum en t for s tric t liability  is th a t it m akes possible 
a sharin g  of the risk  or loss am ong consum ers generally . So far as 
the m anufactu rer is induced by civil liability  to  im prove his product 
and reflect in his prices the costs of im provem ent, he can be said to 
be “spread ing  the risk .” So far as such im provem ents are unsuccess
ful and he is induced to  reflect in his prices the costs of pay ing in ju ry  
claims, he can be said to be sp read ing  the loss.” Such price increases 
provide a  kind of industry-w ide self insurance.

W h a t about the seller’s ab ility  to absorb or pass on to the con
sum er the  costs of fu rth er im provem ents, additional precautions, 
increased recoveries, or p roduct liability  insurance? As I po in ted  out 
on ano th er occasion (16 Bus. Law . 683 (1961)) :

W here the financial burden is shared  by an entire industry, no problem  
appears to  be presented, because even under highly com petitive conditions the 
industry  as a whole can ad just its general price level to  reflect cost increases. 
A problem  would appear to  arise only for a m anufactu re r w hose particu lar p rod 
uct or m ethod of operations exposes him to  risks not shared  by o thers in the 
sam e high ly com petitive industry . A possible exam ple m ight be carbonated 
drinks in glass, w ith its explosion hazard, as against carbonated drinks in tin, 
w ith no corresponding  hazard. B ut even here, average costs cf this kind would 
seem to be relatively trivial as com pared to cost increm ents such as wage in
creases. So far, there is no th ing  to indicate th a t the im position of stric t liability 
has had an adverse affect on any seller w ho has taken the precaution of covering 
the w o rs t of his risks w ith a deductible p roduct liability policy.

O ne com m only m et objection to s tric t liability  for defective fabri
cated goods is th a t it expresses a kind of subversive, “deep pocket” 
ph ilosophy: If som eone w ho cannot afford the  loss gets hu rt, let
som eone w ho can afford to  do so underw rite  it :  in th is case, a rich 
m anufactu rer or d istribu to r. Of course, even th is in terp re ta tion  of 
s tric t liability  w ould no t let the in ju red  consum er grab  at random  for 
a rich indem nitor. I t  w ould a t least lim it liability  to  those w ho had 
a causal connection w ith  the consum er’s in ju ry  by being in the chain 
of m anu fac tu ring  and d istribu tion .

H ere is w here I believe m any of the opponents of s tric t liability  
have been im pliedly m isrepresen ting  it. W h a t do we m ean by “s tric t 
liab ility” ?
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I t  is com m only assum ed th a t to  m ake out a case of s tric t p roducts 
liability all the plaintiff has to show is th a t the defendant caused the 
p lain tiff’s in jury. H ere, we should d istinguish  betw een stric t lia
bility, on the one hand, and strict s tr ic t liability  (w hat som eone has 
recently  called “ liability  w ith ou t w a rra n ty ” ), on the other. By “strict 
s tr ic t liability ,” I refer to  the  kind of liability  th a t is im posed under 
w orkm en 's com pensation, w here all the claim ant has to  show  is the 
causal re lationsh ip  involved in an in ju ry  arising  out of and in the 
course of his em ploym ent.

U nder sim ple s tric t liability, on the o ther hand, and th a t is w hat 
we are considering here, it is no t to  be assum ed that, if the courts do 
away w ith the priv ity  requirem ent and expose the m anufactu rer to 
stric t liability , he will autom atically  have to indem nify every person 
w ho is in ju red  by one of his products. F or exam ple, the proposed 
section 402A does no t say th a t the seller m ust pay the consum er som e 
m oney if his p roduct in ju res the consum er. T he food m ust be, first, 
“defective" and second, “unreasonab ly  dangerous." N ot every th ing  
that causes injury or illness is either defective or unreasonably dangerous. 
Some of those who tend to panic in the face of possible stric t liability  
do not fully realize th a t stric t liability  need not be so stric t th a t the 
only issue is one of causation.

A lthough I had long th o u g h t th a t the question w hether the prod
uct w as unreasonably  dangerous w as sim ply the m ost reliable w ay to 
m easure defectiveness, m aking the la tte r term  surplusage, the w ord 
“defective” was retained in section 402A on the ground th a t it was 
needed to  nail down the kind of case in w hich the product w as 
im properly m ade, and to  excuse the m anufacturer of a h igh ly  dangerous 
article th a t w as properly  made. A pparently , it was feared th a t w ith 
out the w ord “defective” a highly dangerous product m ight be con
sidered to  be ipso facto unreasonably  dangerous. U nder the section 
as it now stands, it is in te restin g  to speculate as to w hat kind of 
situation  could exist in wffich the product was “unreasonably  
dan gerou s” w ith ou t being legally “defective.”

In any  event, it is im p ortan t to  form ulate appropriate  concepts 
of w h a t is “defective” and w hat is “unreasonable- dangerous.” H ow 
these concepts are developed will determ ine the u ltim ate im pact of 
doing aw ay w ith the priv ity  requirem ent and im posing stric t liability. 
T he app ropria te  developm ent of these concepts can also furnish the 
key to  such difficult legal problem s as those involved in trichinosis.
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allergies, disclaim ers, and w arnings. W hile the m ost provocative 
questions appear to  be arising  outside the field of food, m uch needs 
yet to be done to  clarify the law  re la ting  to food.

In  the trad itio nal su it for negligence, the m ain problem  beyond 
th a t of causation is to  stigm atize the actions or om issions of the 
defendant. U nder s tric t liability , on the o ther hand, the problem  of 
stigm atiz ing  the defendant is apparen tly  rem oved. Even so, the 
plaintiff m ust stigm atize the product as “ defective” and “unreason
ably dangerous.” In  the usual food case, th is is a sim ple m atter. A 
m ouse is enough to  stigm atize a bo ttle  of soft drink. Staphylococcus 
is enough to  stigm atize a custard-filled eclair. Both are legally “defec
tive.” B oth are “unreasonably  dangerous.”

U nfo rtunate ly , such sim ple and typical instances do no t give us 
a ready key to a concept of “defectiveness” on w hich products liability 
generally  should be based. L et us consider several specific problem s.

In  the field of food, the courts are still figh ting  the battle  of the 
chicken pie. Is a chicken bone in a chicken dish enough to  m ake it 
legally defective? W hile m any courts use the test of w hether the 
offending ob ject is “fo re ign” or “n a tu ra l” to the product, the m ost 
sensible test, w hich is adopted by m any o ther courts, is the “reason
able expecta tions’' te s t :  Is the offending condition one th a t con
sum ers norm ally an tic ipate  and guard  against?  H ere, a philosophy 
of consum er protection  based on the reasonable expectations of the 
parties helps to supply a sensible answ er.

W h a t about trich inae in pork? H ere, again, the “reasonable 
expecta tions” te s t seem s to offer a helpful approach. Do norm al con
sum er precautions include cooking pork to the therm al death point of 
trich inae? If so, trich inous pork can well be considered as no t being 
legally defective. If  th is approach is correct, we cannot evaluate a 
p roduct m erely by- looking at it or by m easuring  the harm  th a t it can 
potentially" do to  a consum er. W e m ust appraise it also in the context 
of w hat people usually  expect and guard  against in the kind of s itua 
tion presented. T he problem  of defining a legal defecr arises also for 
allergies, for w hich the  courts are beg inning to find satisfactory- 
answ ers in the  reasonable expectations of the parties.

T he concept of defectiveness of a product depends u ltim ately  
on the concept of w h a t the offending “p ro d u c t” is. This, in tu rn , 
includes the concepts of con tem plated  use and contem plated perform 
ance. W h a t may" be legally adequate for one purpose m ay be legally
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inadequate for ano ther. T hus, even w ith in  the fram ew ork of s tric t 
liability  the m anufac tu rer m ay have an escape hatch in the concept 
of con tem plated  o r norm al use. F or exam ple, in M annsz v. M acW hyte  
Co., 155 F. 2d 445 (CA-3, 1946), 13 N egligen ce  Cases 524, the  defend
an t m anufactu rer of w ire rope got off the legal hook, even w ith ou t 
the help of the p riv ity  requirem ent, because the p lain tiff’s use of the 
rope in question, w hich w as to  support a scaffold, w as one abnorm al to 
th a t kind of rope.

T he  d rug  cases p resen t problem s th a t are hard  to  solve even w ith 
the help of a  sophisticated  philosophy of consum er protection . F a rt 
of the problem  lies in the fact th a t for m any drugs no clear concept 
of “norm al u se” has yet em erged. Chem ical X  m ay be good for 
curing flea bites, fair for curing eczema, and poor for curing seborrhea. 
W hat expectations have sufficiently crystallized to serve as a criterion here ?

One of the  s tro n g est a rgum en ts against the extension of s tric t 
liability  is th a t it w ould im pede the developm ent of new products. 
But, again, how serious th is  m ight be depends on how “s tric t"  the 
s tric t liability  is. W ith in  the concepts of “defective” and “unreason
ably dangerous,” th is  u ltim ately  depends on how the  in te rest in p ro 
tec ting  the reasonable expectations of consum ers is balanced against 
the in terest in no t m aking unreasonable dem ands on the capacity  of 
m anufacturers to  provide th is protection. If the m anufacturer is 
aw are of the po ten tial danger, norm ally he can e ither im prove the 
product by rem oving or m inim izing the danger or provide a suitable 
w arn ing  or suitable directions for use.

T he crucial case, of course, is th a t of the new  product whose 
benefits have fanned the expectations of consum ers bu t w hose latent 
dangers, w hich m ay be considerable, have no t yet been revealed. 
T hus, the big issue in the non-food cases today  is w hether a product 
is to  be considered as legally defective, even under s tric t liability, 
w hen it produces serious harm  at a tim e w hen no t even scien tists are 
adequately  aw are of its poten tialities. F o r a ircraft the E lectras p ro 
vide a beau tifu l exam ple. Some precedent exists for saying th a t a 
p roduct is no t legally defective un til a t least scien tists know  its 
dangers. T hus, in the  allergy cases courts th a t perm it recovery m ake 
it a condition of liability  th a t the  product have an ingred ien t th a t is 
know n to be capable of inflicting harm  on a significant, generally  
determ inable percentage of the public.
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W hile th is approach has some judicial acceptance, fears have been 
expressed th a t a sim ilar approach to  new  products not yet know n by 
scien tists to  be unreasonably  dangerous, by g iving m anufacturers one 
free sho t at the public, m ake them  guinea pigs for p roducts th a t 
should have been more adequately tested before being marketed. On 
the o ther hand, even Dean P rosser, repo rter for the resta tem ent, has 
expressed sym pathy  w ith  the objective of p ro tec tin g  the still ignorant 
m anufactu rer of a new  drug  product. T h a t such notions can be 
accom m odated w ith in the concepts of ‘defective" and “unreasonably  
dangerous" should com fort those w ho have been th ink ing  th a t all 
w ould be lost if the cu rren t assau lt on the citadel of p riv ity  is u lti
m ately  successful, as it m ost probably will be.

O n th is  perplexing problem , it is hard  to take sides. I t  is not 
even clear th a t w h a t m akes sense for one kind of product m akes sense 
for ano ther. F or p resen t purposes, the im p ortan t po in t is th a t these 
issues can be resolved according to  the  best dictates of public policy 
w ith in  the fram ew ork of s tric t liability  i ts e lf ; th a t is, th ro ug h  the 
concepts of w hat, under the circum stances, the  law  is to consider 
“defective” and “unreasonab ly  dangerous." I t  is unnecessary, th e re 
fore. to  re jec t the advan tages of s tr ic t liability  to  cope w ith  th is 
problem .

I t  is, indeed, a gross exaggeration  to pu t a t opposite poles w h at 
represen t only m odest differences in degree. On the one hand, even 
liability  for negligence is a kind of s tric t liability  so far as it holds a 
person to  a general standard  of conduct w ith ou t regard  to  his peculiar 
idiosyncrasies. On the  o ther hand, s tric t liability, despite its nam e, 
also deals w ith  the  defendant's conduct and differs only in th a t it 
su b stitu tes  w h a t has been called in o ther con tex ts a “perform ance 
stan dard" for a s tandard  th a t deals w ith  specific conduct. In  short, 
th is kind of s tric t liability  differs from  negligence only in elim inating  
the necessity  of prov ing  specific acts of negligence.

T h is fact provides one m ore reason for supporting  s tric t liability. 
W h a t we have "been calling liability  based on fault :n the products 
cases has been for the m ost p a rt s tric t liability. T he reported  cases 
indicate th a t the courts have rare ly  been able to  try  a bona fide neg li
gence issue in the  field of products liability , particu larly  in the case 
of food, because the  specific facts su rround ing  the defect are rare ly  
know n to e ither party . In practice, if the plaintiff can persuade the 
ju ry  th a t the defect w as in the product when it left the defendant’s
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plant, the inferences are usually  draw n in his favor on the  theoretical 
issue of negligence, w ith  or w ithou t an assist from  the doctrine of 
res ipsa loquitur or th a t of negligence per se. Because th is is only 
pay ing lip service to  culpability, the priv ity  requirem ent has probably 
served only to  drive s tric t liability  in to the legal underground.

Even ap art from  the hypocrisy  involved, law  suits should not be 
c lu tte red  w ith pretended  legal issues th a t in m ost cases are neither 
being litigated  nor susceptible of being litigated . S trangely  enough, 
the im position of s tric t liability  will affect the trial of p roducts lia
b ility  cases very  little, beyond elim inating some of the form al legal 
argum en ts th a t law yers now make. T he central factual issue in a 
p roducts liability  case will continue to  be w h at it has been all a lo n g : 
A ssum ing th a t the product th a t in ju red  the plaintiff w as legally 
“defective" and “unreasonably  dangerous," can the condition be 
traced  to  the defendan t’s p lant?

W hile we m ay feel some nostalg ia  for the fading issue of priv ity , 
we will do be tte r to  d irect our efforts to solving the tw o central 
problem s of s tr ic t liability  today, those of “defectiveness" and proof 
of causation.

T he issue of s tr ic t liability  is no longer “w h eth er” bu t “of w hat 
k ind .” [The End]

COMMISSIONER LARRICK SPEAKS ON QUACKERY
C om m issioner of Food and D rugs George P. L arrick  said on O cto

ber 6, tha t consum ers spend m ore than $1 billion, a  y ea r “needlessly on 
falsely represen ted  drugs, foods and cosm etics.”

Speaking before the N ational C ongress on M edical Q uackery  at 
the S hera ton -P ark  H otel, Com m issioner L arrick  said th a t the ccs: of 
vitam in and so-called health food quackery alone has been “estim ated 
conservatively at $500 m illion a  year.” T he Congress was sponsored 
by the Am erican M edical A ssociation and the Food and D ru g  A dm inis
tration.

Mr. L arrick  said tha t there w ere three m ajo r kinds of quackery 
from  the standpoin t of p ro tecting  the public by both law  enforcem ent 
and education— fake m edical devices, pseudo science in nutrition , and 
false claims for drugs and cosmetics.

“ From  the standpoin t of consum er protection  the grea test harm  
being done by quack devices today results from  continued use of indi
vidual units by local p ractitioners,” he said. “ F o r this reason, we are 
m aking public today a list of devices w hich have been outlaw ed by 
court proceedings under the Federal Food, D rug  and Cosm etic Act, and 
which we have cause to believe are still ex tan t and still being used.

“T he m ost w idespread and expensive type of quackery in the U nited 
S tates today is in the prom otion of vitam in products, special dietary 
foods, and food supplem ents.” Mr. L arrick  appealed for help from 
health and nutrition  educators at all levels to  stem  the tide of quackery.
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Incidental Additives to Food: 
Have We Made a 

Prudent Judgment?
By RICHARD C. NELSON

Mr. Nelson, a Member of the California Bar, Received His LL.M. 
Degree From New York University as a Food Law Institute Fellow 
in 1953. He Has Served as an Assistant United Stages Attorney 
for the Northern District of California, and Is Presently an Attorney 
for Crown Zellerbach Corporation in San Francisco. Mr. Nelson 
Is a Member of the Legal Advisory Subcommittee of the Chemical 
Additives Committee of the American Paper and Pulp Association.

IT  H A S  B E E N  S A ID  th a t m en should strive for “prudence to  de
cide w h at th in gs should be feared, when they should be feared, 

and how  m uch ; and so a p ruden t ju dg m en t is involved in fearing  the 
rig h t th ings a t the righ t tim e and in the rig h t m anner—neither too 
m uch nor too little .” 1

N early  th ree  years ago. C ongress, a t the behest of the Food and 
D ru g  A dm inistra tion , judged th a t a group of chem ical substances, 
w hich we will call “ incidental food add itives.” should be regula ted  in 
the sam e m anner as “ direct add itives.” T h a t judgm ent, expressed in 
the Food A dditives A m endm ent of 1958.2 already has resu lted  in the 
expend itu re of several tens of m illions of dollars, of a vast am ount of 
precious scientific and laborato ry  tim e and of an even g rea te r am ount 
of less precious, bu t still costly, executive, adm inistra tive  and legal 
effort— private  and governm ental. T h is paper will consider the  p ru 
dence of th a t C ongressional judgm ent, a t least insofar as one type of 
incidental add itive is concerned.

T he first question is not w hether there is some form  of control 
which m ight be desirable for incidental additives, bu t ra th er w hether

1 K enneth  E. M ulford, “T he G reat - Public Law  85-929, Septem ber 6, 
Ideas,” 16 F ood Drug Cosmetic L aw 1958.
J o u r n a l  117 (F ebruary , 1961).
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the p resen t form  of control is suitable. “ P rudence" m eans the  “prov i
den t use of resources.” 3 If we are using  our lim ited research facilities 
(and spending  the consum er’s dollar) im providently  because of an 
inap t s ta tu to ry  plan, we are being im prudent. If one of ou r finest 
regu la to ry  agencies is d rifting  to w ard  unau thorized  and im proper 
form s of regu la tion  because of an inap t s ta tu to ry  plan, we are 
in ju rin g  our en tire  governm ental fabric. Is the Food A dditives 
A m endm ent causing these resu lts?  Is it an im prudent form  of regu la
tion  for som e types of incidental additives?

Definitions.— The terms “ incidental 4 food additive” and “direct food 
add itive” do no t appear in the s ta tu te . T hey  are pragm atic  classifica
tions of chem icals w hich fall w ith in  the s ta tu to ry  definition of “food 
add itive .” 5 In  dealing  w ith  “food add itives” w ith in  th a t s ta tu to ry  
definition, the “incidental add itives” are those w hich are used to  ac
com plish som e m echanical, chem ical or physical purpose other than  in 
the  food. C onversely, “d irect add itives" are those in ten tionally  placed 
in food to  achieve a desired resu lt in the food item  itself.

T here  are m any sources of incidental food additives.6 H ow ever, 
incidental add itives from  food packaging  m ateria ls have proved to1 be

3 W ebster’s N ew  International Diction
ary, Second Edition.

4 T he w ords “indirect” and “unin ten
tional” are used in the sam e sense.

“ Section 201 (s ), of the Federal Food, 
D rug , and Cosm etic Act, 21 U. S. C. 
321 (s), reads as follows: “T he  term  
‘food additive’ m eans any substance the 
intended use of which results or m ay 
reasonably be expected to result, d i
rectly  or indirectly, in its becom ing a 
com ponent or otherw ise affecting the 
characteristic of any food (including 
any substance intended for use in p ro 
ducing, m anufacturing, packing, p roc
essing, preparing, treating , packaging, 
transporting , o r holding foods; and in
cluding any source of radia tion  intended 
for any such use), if such substance is 
not generally  recognized, am ong ex
pe rts  qualified by scientific tra in ing  and 
experience to evaluate its safety, as hav
ing been adequately show n through  
scientific procedures (or, in the case of 
a substance used in food p rio r to  Jan u 
ary  1, 1958, either scientific procedures 
or experience based on com m on use in

food) to  be safe under the conditions of 
its intended use; except th a t such term  
does not include— (1) a pesticide chemi
cal in or on a raw  agricu ltu ral com 
m odity; o r (2) a pesticide chemical to 
the extent th a t it is intended for use 
or is used in the production, s to rage or 
transpo rta tio n  of any raw  agricultural 
com m odity ; or (3) a color additive; or 
(4) any substance used in accordance 
w ith a sanction or approval granted  
p rior to  Septem ber 6, 1958, pu rsuan t to 
this chapter, the P ou ltry  P rodu cts  In 
spection A ct or the M eat Inspection 
A ct of M arch 4, 1907, as am ended and 
ex tended.”

8 T he m ain sources of incidental addi
tives are: agricu ltu ral chem icals (e. g., 
a pesticide which leaves som e residue 
in a finished food); anim al m edications 
(e. g., a drug  which leaves a residue in 
milk, eggs o r m ea t); processing chem i
cals (e. g., a chemical residue con
tribu ted  by processing o r by conveying 
equipm ent); and packaging m aterials 
(e. g., polyethylene film w hen a chem i
cal com ponent m igrates).
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m ore difficult to sub ject to the presen t s ta tu to ry  procedure th an  o ther 
types of incidental additives and are an excellent exam ple of the p rob 
lem s encountered. T h is paper will be, for the m ost part, restric ted  to 
incidental packaging additives.

Unexpected Magnitude of Incidental Additive Problem
T he  volum inous testim on y  d u ring  the  C ongressional hearings 

w hich preceded enactm ent of the  Food A dditives A m endm ent did not 
indicate th a t incidental additives w ere a m ajo r o r even a  substan tia l 
hazard  to health . T he  testim ony w as alm ost en tirely  d irected tow ard  
d irect additives. Inciden ta l add itives seem to have been included in 
th e  coverage of the  A m endm ent p rim arily  because the  Food and D ru g  
A d m in istra tion  felt th a t the  A m endm ent should m ake no d istinctions 
as to  types or sources of additives, and th a t it w ould be in the public 
in te res t to im pose the  sam e p re -testin g  requirem ents on all sources of 
chem icals in food.

W e find, how ever, th a t the bulk of the F D A ’s tim e and effort in 
the  additive field is being devoted to  incidental, no t direct, add itives.7 
P ackag in g  additives, particu larly , have absorbed a g rea t deal of effort, 
n o t because an y th in g  of concern w as discovered, b u t sim ply because 
th e  num ber and com plexity of th is type of incidental add itive w ere 
fa r beyond anyone's expectation . As the  G eneral Counsel for Food 
and D rug s p u t i t :

T h e m agnitude of this problem  is far g reater than  ever anticipated. Instead  
of several hundred  additives we though t w ould need clearance, the re  are a few 
thousand  and seem ingly, no one can sell any package o r any processing equipm ent 
o r the m aterials going in to  them , unless F D A  has first cleared the substance 
for safety.1 * * * 5

O rig inally , F D A  estim ated  th a t by M arch 6, 1960, 800 to 1,000 
final regulations w ould have been issued.9 T he slow  progress tow ard  
final regu la tions and  th e  significance of incidental add itives to  the 
rate of progress appear from  th is  quotation  m ade over a year after 
the  M arch 6, 1960 d a te :

1 “ I t  is . . . the  indirect additives 
w hich have been responsible for the
m ajo r p a rt of the initial confusion a ris
ing in the field, and which have absorbed 
a m a jo r p a rt of the effort and tim e of 
both  th e  adm inistra tive agencies and 
in du stry  during  the past year.” D r.
K enneth  M orgareidge, “ Food and D rug
R esearch L abora to ries,” IS F ood D rug

Cosmetic L aw J ournal 672 (October,
1960) .

8 Mr. W . W . Goodrich, 16 F ood D rug 
Cosmetic L aw Tournal 98 (F ebruary ,
1961) .

8 Deputy Commissioner John L. Harvey, 
15 F ood D rug Cosmetic L aw Tournal 
306 (M ay, 1960).
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Since the enactm ent of this law in Septem ber, 1958, the Food and Drug- 
A dm inistra tion  has responded to  m ore than 4,200 form al inquiries dealing w ith 
food additive problem s . . . there have been hundreds of discussions w ith indus
try  people . . .  we have received 391 petitions for food additive regulations . . . 
175 were fo r  indirect additives involving approximately 1,675 chemicals, 216 were 
for direct additives involving approxim ately 257 chemicals . . . we have issued 
59 regulations to date . . . we have issued extensions of the effective date of 
the law covering som e 3,000 uses of food additives, about 1,100 (of) w hich are 
direct additives. T he o thers 10 are in the packaging and equipm ent field . . .  11 * 
(Ita lics  added.)

Unique Problems of Packaging Additives
W h y  is the problem  of ob ta in ing  a Food A dditive R egulation  

m ore difficult w here packaging additives are involved than  w here 
d irect additives are the  concern? T he  A m endm ent w as w ritten  in 
te rm s of “any sub stance” and its p rocedures clearly are designed to 
deal w ith  individual chem icals, no t end products. T he law  :s funda
m entally  unsuitable, in its p resen t form , to a large num ber of chem ical 
substances w hich are po ten tial additives, grouped to gether in w idely 
vary ing  am ounts w ith in  a single product.

A lthough its  view s m ay have changed, the Food and D rug  A d
m in istra tion  m ade it clear in the early days of the  A m endm ent th a t 
all po ten tia l additives m ust be considered individually :

As we see it, there are two fundam ental principles w hich m ay well have 
been overlooked by som e in the packaging industry : T he first of these is the 
m atter of ju s t w hat we should be talk ing about w hen we deal w ith the food-addi
tives question. C ertainly, initially we are no t dealing ju s t w ith  ¡the finished pack
age. Instead, we are concerned with such of its individual com ponents . . . 
which m ay reasonably be expected to  m igrate to the food. As a basic prem ise, 
therefore, it is of param ount im portance to learn first ju st w hat com ponents go 
into the package . . .13

In seeking a solution to  this problem  we need, first, the com plete quan tita 
tive com position of the film or coating . . . and, secondly, da ta show ing w ith 
the necessary degree of sensitivity and reliability the quantity  of each com ponent 
which m ay transfer to the food . . . Since a change in the percentage of one 
com ponent of a plastic, or in the m anufactu ring  process . . . m ay have a 
m arked effect on the chem ical and physical properties of the plastic, we are con
strained to  recom m end th a t each form ulated packaging m aterial be individually 
evaluated.13

Inevitab ly , the practical problem s of app ly ing  an individual com 
ponent approach to  high ly com plex end products (such as cellophane.

10 T here  would be 1,900 others.
11 Assistant FD A  Commissioner J. Ken

neth Kirk, 16 Food D rug Cosmetic L aw 
Journal 284-285 (M ay 1961).

13 A ssistan t to the F D A  C om m is
sioner J. K enneth  K irk, 15 F ood Drug

Cosmetic L aw Tournal 264 (A pril, 
1960).

13 L. L. Ram sey, F D A  Division of 
Food, 13 F ood D rug Cosmetic L aw 
J ournal 789 (December, 1958).
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paper, can enam els, etc.) began to  appear. T he m ajor problem  was 
the difficulty of determining the identity and quantity of each migrant. 
This problem normally does not face the proponent of a direct additive 
because he knows right from  the start the identity and purity of his addi
tive, and the qu an tity  he proposes to in troduce in to  the food. H e has 
p len ty  of problem s, to  be sure, for he m ust determ ine the safe ty  of his 
direct additive and th is m ay require anim al feeding tests  costing  hu n 
dreds of thousands of dollars and requ iring  several years of study. T he 
proponents of an incidental packaging  additive, how ever, m ay never 
be able to  reach the stage of anim al feeding tests  because of the diffi
culties involved in analyzing  for m ig ran ts  from packaging m aterials. 
F o r him the question is not only w hether there  is enough tim e and 
m oney to do the ;ob, bu t also w h e th er it is scientifically possible to 
do it a t all.

The Analytical Problem
T he s ta tu te  says F D A  m ust know  w h a t— if any th ing— m igrates 

to  the food, and how  m uch. Consider, for exam ple, a packaging  m a te 
rial (e. g., paper) w here the  m ake-up sheet for the p rim ary  product 
show s 20 to  30 item s. Some of these item s are closely related  to  each 
o ther (e. g., possible residual calcium  from the sulph ite  pu lp ing process 
and calcium  stearate , a lubrican t in s ta rch  coatings). Some item s are 
closely related  to subsequent converting  chem icals w hich will be used 
(e. g., u rea form aldehyde resin, used to  provide w et s tren g th  in p ri
m ary  paper m aking, and form aldehyde w hich m ight be p resen t in 
adhesives or coatings). Still o ther chem ical item s on the  m ake-up 
sheet are p rop rie tary  m ix tures know n only by trade nam es (e. g.. 
“ Dow icide G,” a slimicide, and “ N alco 71-K,” a defoam er) and the 
com position of w hich m ay be trade secrets, if. indeed, the m anufac
tu re r  know s the chem ical com position w ith  any  exactness. A ssum e 
th a t th is  com plex form ulation  of 20 or 30 item s is sold for conversion 
in to  a specialty  food paper (e. g., for w rapp in g  bread) and in the  con
version process is prin ted. (In k s  are p robably  the m ost h igh ly  com pli
cated m ix tures of chem icals used in industria l p rocessing ; even a  small 
ink m aker m ay handle as m any as fifty thousand  form ulations a 
year.14) In  fu rth e r conversion the prin ted  paper p roduct m ay be 
coated w ith  a blend of several w axes, to  which po lyethy lene m ay have 
been added. Rolls of the converted  product are then shipped to  food 
packers (e .g ., bakers) w ho pass them  over various types of w rapp ing

14 “T oxicity  and P rin tin g  In k ,” N a-  Lehigh U niversity , B ethlehem , Penn- 
tional Printing In k  Research Institute, sylvania.
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equ ipm ent for the packaging of m any varie ties of the food (bread) a t 
various tem pera tu res, w ith  the  packaged food then  being transp o rted  
and held under vary ing  conditions of tem p era tu re  and m oisture  for 
vary ing  leng ths of time.

If w e rem em ber th a t the  applicability  of the F ederal Food A ddi
tives A m endm ent to  each one of the  m ultitude of chem icals involved 
in th is converted  packaging  product depends on w h eth er even one 
m olecule of one of these  chem icals transfe rs  to  the  packaged food under 
any one of the  in tended conditions of use, the  enorm ous m agnitude 
and the s tag gering  com plexity of the in itial analytical problem  can be 
grasped. H ow ever, for the sake of the  exam ple let us m ake a num ber 
of very  unlikely assum ptions. (1) L e t us assum e th a t infinite tim e, 
m oney and labora to ry  skill and  facilities are available. (2) L et us 
assum e the m anufactu rers of the p rop rie ta ry  m ix tures and the  inks 
readily  can and  will reveal the exact form ulation  of th e ir  products, 
e ither to  our labora to ry  or to the FD A . T ests  are then  conducted for 
the presence in the  food of each chem ical know n to have been a pos
sible con stituen t of the p rim ary  product and each chem ical used in the  
converting  process. (3) A ssum e th a t w here no analytical te s t is 
know n to science, our hypo thetical lab o ra to ry  can p rom ptly  devise 
one. T h u s each m ig ran t and the  q u an tity  thereof becom es know n.

T he problem s are only beginning, how ever. E ach m ig ra ting  chem 
ical no t only m ust be identified b u t its source should be know n as w ell 
if it w ill be necessary  to p u t any  so rt of lim itation  on its quantity . 
M any foods in th e ir na tu ra l sta tes contain substances identical w ith, 
or no t capable of being d istingu ished from , substances w hich m ay 
becom e incidental additives. If our scien tists find some fraction  of a 
hydrocarbon in the  bread, w here could it have come from  ? T he  w ax ? 
Yes. F rom  the po lyethy lene? Yes. F rom  the defoam er w hich m ight 
have had some m ineral oil in it?  Yes. F rom  the bread itself or from  
som e direct additive to  bread? Yes. Can th e  true  source be d e te r
m ined? P ro bab ly  no t in the presen t s ta te  of scientific know ledge, 
b u t— back to  the  laborato ry . (4) Sources can be pinpointed.

T here  are still m ore variables. W h a t m igrates and  how  m uch 
m ay depend on the  leng th  of tim e there  is a con tact betw een the pack
ag ing  m ateria l (the  b readw rap ) and  the  food (b read). N ot ju s t leng th  
of tim e affects th is  determ ination , how ever; tem peratu re , m oisture, 
rough handling  and o th e r factors are im portant. A nd are all b reads 
them selves of the  sam e chem ical com position? O bviously not. (5) I t
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is possible to  estab lish  all possible conditions of use and to  evaluate 
th e ir  effect upon m igration  accurately.

T h u s in the end every m ig ran t (and its source) is identified, 
the qu an tity  tran sfe rrin g  is determ ined. (6) T he safe ty  of all the m i
g ra tin g  chem icals, in those quantities, under all conditions of use, is 
estab lished.15 O u r hypothetical sc ien tists heave a sigh of relief and p re
pare to  re tu rn  to  w h at they  m ay consider to  be m ore constructive 
endeavors. T hen  the m anufactu rer w ho em ploys them , and w ho has 
spen t hundreds of thousands of dollars achieving the  m atte rs  covered 
by  our six assum ptions, asks if the  sam e converted  paper p roduct can 
be used for w rapp in g  m eat, candy bars, cookies, b reakfast foods and 
ten  o th e r general categories of food. A re the  sam e analytical tests  
w hich w ere devised for the bread applicable to  m eat?  O r to  candy, 
etc? U n fo rtu n a te ly  not. Are the  pack ing conditions, sto rage condi
tions, hand ling  conditions and tim e of con tact the sam e ? No.

In  the  paper field alone, and w ith ou t reference to  the  infinite 
varie ties of converted  products, a single m anufac tu rer m ay produce 
m ore th an  100 grades of p rim ary  food papers. E ach grade involves 
several chem ical differences from  each o th e r grade. C onsidering the 
varie ty  of foods w ith  w hich each grade m ay be used, and the  varie ty  
of processing, tran sp o rta tio n  and sto rage conditions occurring  in the 
case of different foods, the  additive possibilities w hich the analytical 
chem ist m ust consider are astronom ical in num ber.

H ow ever, our w eary  scien tists in ou r hypo thetical laborato ry  are 
far from  finished w ith  th e ir  w ork  w hen th ey  have established the 
safety of all possible m ig ra ting  chem icals, from  all these products, to  
all possible packaged foods, un der all possible conditions of use. 
Before a petition can be filed obtaining a regulation for any non-exempt 
chem ical w hich is found to  tran sfe r to  a food, under some possible 
condition of use, these scien tists m ust develop no t ju s t an analytical 
technique w hich in th e ir ow n labora to ry  will detect the  q u an tity  of 
the  chem ical p resen t in the  food, they  m ust also devise a “practical 
method to determine the am ount of the  food additive in the  . . .

15 As previously stated, testing  one 
chem ical of unknow n toxicity  for safety 
m ay require several r ears of anim al 
feeding tests  and cost up to $500,000. 
T h e  chem icals used in packaging m ate
rials are chosen for the r ability to  ac
com plish some physical effect in the 
package and not to  m ake some direct

contribution  to the food. T hus the re  is 
less likelihood of a h isto ry  of food use, 
or of p rior anim al tests, and a g rea ter 
probability  of having to  conduct anim al 
tests under the new law. H ow ever, 
since we are hypothesizing, we can d is
pose of this m ost difficult aspect of the 
problem  with only a m ention.
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finished food.” 10 (Ita lics  added.) T his does no t m ean a detection 
m ethod requ iring  special equipm ent, know ledge or cap a b ility ; w h a t is 
envisioned is a m ethod th a t can be used for practical food control p u r
poses by any field labora to ry  of the governm ent.

H ere we probably ough t to  stop m aking assum ptions. T he  re
qu irem ent of such “p ractical” analytical m ethods in circum stances 
such as have been described is, of course, highly unrealistic. I t  is 
perhaps not beyond the range of our im agination  to  assum e th a t the 
finest scien tists in the finest laboratories can perform  w onders of 
analy tical detection  given infinite tim e and m oney. I t  is beyond reason 
to  th ink  th a t th ey  can transla te  the  brillian t resu lts  of specialized 
laborato ry  research  in to  som eth ing akin to  litm us paper tests  for 
thousands of different chem icals under thousands of different use 
conditions.

T he foregoing exam ple, of course, is exaggerated  to  m ake its 
point. I t  takes no account of use of the “ R am sey S olvents” w hich in 
som e—b u t far from  all— cases are enough like the food and the  condi
tions of use to  provide a sa tisfacto ry  sub stitu te  for actual te sts  of the 
food. T he exam ple does not consider th a t in som e cases a coating  can 
be proven to  be a com plete barrier, thus elim inating the necessity  for 
considering any ingred ien ts except those in the coating  itself. T he  
exam ple ignores the fact th a t in som e end products (such as paper) 
a g rea t m any of the com ponents are exem pt from  the law  because of 
general recognition of their safety under the intended conditions of use 
(“ G R A S”), or because they  have prior sanctions,17 in w hich case 
tran sfe r of these substances becom es irrelevant. T hese helpful possi
bilities m ay lessen the m agnitude of the problem , bu t they  do not 
constitu te  a solution to  it, or even offer sufficient assistance to  make 
the law really workable. An additive pretesting law which is w ritten in 
term s of the m igration  of any quantity , no m a tte r how sm all, of indi
vidual ingredients sim ply is not suitable for packaging m aterials. I t 
seem s the  Food and Drug Adm inistration has finally come to admit th is :

O ur original concept of a Food A dditive R egulation was tha t this would 
specify the substance, sta te  the purpose of its use and lim it the am ount which 
w ould be presen t in the food, and th a t we would, in every case, have a  good 
m ethod of determ ining w hether this lim itation has been m et through exam ination 
of the finished food product in the laboratory . . . . W hen we came to the pack
ag ing field, we w ere faced w ith the problem  w here it was ju s t im possible to * *

1,1 Section 4 0 9 (b )(2 )(D ) of the Act, 17 See footno te 5 above.
21 U. S. C. 3 4 8 (b )(2 )(D ), and 21 
C. F. R. 121.51(e), D.

f

*  . . . .  .
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anticipate the developm ent of m ethods of analysis which would enable us to 
exam ine food producís and determ ine how  m uch of the packaging m aterial had 
m igrated . . . . A lso in the packaging field our first concept was a  consideration 
of the food additive s tatus of each substance used in m aking a p roduct such as 
paper, for exam ple. T his would w ork out on the basis th a t if the specific sub
stance m igrated  to  the food we would then have a  regulation  for th a t specific 
substance . . .  it wi Jl, I  believe, be quite apparent that approaching the problem on 
that basis would result in a monumental and perhaps never-ending job™ (Italics added.)

Administrative Legislation— The “ New” Regulations
W hen it becam e app aren t th a t the  Food A dditives A m endm ent 

could no t be applied to  incidental add itives such as packaging m ate
rials according to  its term s, the  Food and D rug  A dm inistra tion  had 
tw o choices. I t  could re tu rn  to  Congress w ith  the frank adm ission 
th a t the incidental additive problem  had been m isjudged and ask 
C ongress to  reconsider the  p ro b lem ; or it could develop its own 
m ethods for hand ling  such additives and “am end” the  s ta tu te  by 
adm in istra tive  in terp reta tions. T he  A dm in istra tion  chose the la tte r 
course and came up w ith  a num ber of suggested  procedures for 
sho rt-cu tting  th is  “m onum ental and perhaps never-ending jo b .”

F D A  clearly has a du ty  to  find a w ay of m aking the p resen t 
s ta tu to ry  plan w ork efficiently for the  consum er (and “efficiently” 
m eans th a t the cost to  in du stry— and th u s  to  the  consum er—m ust 
represen t value received by the consum er in term s of safe ty) ; or, 
if th a t is n o t possible w ith in  the term s of the s ta tu te , F D A  has a 
du ty  to  re tu rn  the  problem  to C ongress for reconsideration. A p par
ently  F D A  believes th a t its suggested  procedures, im plem ented by 
adm in istra tive  “ in te rp re ta tio n ,” are w ith in  the term s of the  sta tu te , 
and will m ake possible a reasonably efficient handling  of incidental 
packaging additives. I t  is proper to  ask, how ever, if these procedures 
are p arts  of a carefully  studied  plan by  the  FD A  m anagem ent team , 
including its counsel, or if they  are b u t a succession cf reactions to 
newly crystallized problems. Has thoughtful consideration been given 
to  the  legality  and  the  p rop rie ty  as a policy m a tte r  of im posing these 
procedures upon the producers and consum ers of incidental add itives? 
H as F D A  thorough ly  w eighed the cost to the consum er of in sisting  
on continued adm in istra tion  of an inapplicable s ta tu te  th ro ug h  en
grafted  and inconsisten t in te rp re ta tion s i1

18 D eputy  F D A  C om m issioner John 
Harvey, 15 F ood D rug Cosmetic L aw 

nal 619 (O ctober, 1960).
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Regulation By Specification
In itia lly  the suggestions offered by F D A  w ere directed to w ard  

easing the burden of laborato ry  analysis. I t  w as suggested , for ex
am ple, th a t if the to ta l am ount of a m ig ra ting  substance p resen t in a 
packaging m aterial w ould be safe in food, it w ould no t be necessary 
to  determ ine the actual am ount m ig ra ting .19 20 A nother suggestion  w as 
th a t if a given q u an tity  of a m ig ra ting  chem ical w ould be safe in the 
food, the  analytical te s t m ethod w ould not have to  be sensitive to 
am ounts below  the safe level. T hus, the regulation  could specify a 
te s t m ethod of lim ited sensitiv ity  and if the test show ed zero, use of 
the substance w ould be in conform ity w ith  the regula tion .90

If a packaging p rod uct w ere to be approved because the to ta l 
am ount of a particu lar m ig ran t p resen t in the product w ould be safe 
in food, even if it all m igrated , i t  w ould be necessary to  estab lish 
specifications for th a t pa rticu la r p roduct so th a t it w ould no t be 
m anufactured  la te r w ith  a  g rea te r  am ount of the  particu lar m ig ran t 
in it. If specifications w ere to  be established for one ingred ien t of an 
end product, F D A  soon cam e to the view  th a t it m ight be useful to 
establish specifications for the en tire  end product. T h is w ould have 
the advantage of perm itting , in som e cases, an analytical con tro l te s t 
of the end product as a whole, and from  the point of view  of an a rden t 
regulato r, of course, it w ould have the advantage of p lacing an entire  
line of com m erce under control instead of only one, small, raw  m ate
rial ingredient.

The “ Blanket Regulation”
T he  specification approach, w hich is exemplified by the poly

propylene and po lyethy lene regu la tions,21 led to ano th er form  of reg u 
lation w hich has come to  be called th e  “blanket regula tion .” A lthough  
it has been m uch discussed, only one regulation  in th is  form  has been 
issued.22 In  the au th o r's  opinion, th is form  of regulation  is ou tside the 
bounds of the regu la to ry  plan set up by the Food A dditives A m end
m ent and its  use creates legal and policy problem s w hich FD A  has not 
adequately  considered.

A. A. Checchi, A ssistan t to  the Dep- 21 21 C. F. R. 121.2501 (Polypropylene) 
u ty  F D A  Com m issioner, 14 F ood D rug and 21 C. F. R. 121.2510 (Polyethylene). 
Cosmetic L aw Tournai. 593 (September, 52 For Cellophane, 21 C. F. R. 121.2507. 
1959).

20 Source cited at footno te 19, at pp.
593-594.
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T he b lanket regula tion  w as in itially  described th is w a y :
. . . O ur people have been discussing w ith industry  representatives the pos

sibility  of som e sort of b lanket regulation  for specific types of packaging m aterials 
which will list the various com ponents w hich them selves m ay be food additives 
and which m ay be used provided the packaging m aterial m eets certa in  ex traction  
tests of an ex aggerated  ch aracter using various solvent m aterials.23
A s described, th e  regula tion  w ould be sim ilar to  the polypropylene- 
po lyethy lene technique, involving an ex trac tab ility  cest for the  end 
product. I t  w ould differ in th a t only som e of the com ponents w ould 
be listed and th ere  w ould be no over-all specification. In  due course, 
how ever, it w as suggested  th a t a  “b lanket regu la tio n” m igh t no t 
necessarily  involve specific p roducts and m igh t no t necessarily  involve 
an  ex trac tab ility  test. Instead , it w as suggested , a  b lanket regu la
tion m ig h t con stitu te  a lis ting  of all th e  chem icals involved in all the 
end products m ade of one p rim ary  m aterial (e. g. paper, paperboard, 
cellophane, etc.) w ith  the  chem ical com ponents g rouped according to  
w h eth er or n e t th ey  w ere generally  recognized as safe (G R A S), 
covered by a p rio r sanction, no t reasonably  expected to transfer, or 
covered by an issued, or to-be-issued regu lation .24

Such a b lanket regula tion  w ould be an ineffective general descrip
tion accom plishing no th ing  positive in and of itself. H ow ever, such a 
b lanket regu la tion  raises m ore serious legal and  policy questions. F o r 
exam ple, it is hard  to  find the legal au th o rity  to  list in a Food A ddi
tive R egulation  pu rported ly  issued under Section 409(c) of the  sta tu te , 
m any chem ical substances w hich are adm itted ly  com pletely exem pt 
from  regulation  un der Section 409 because they  are exem pt from  the 
definition of “food add itive” contained in Section 201 (s).

T h e  sam e question  frequently  has been raised w ith  reference to 
R egu latiton  21 C. F. R. 121.101 in w hich, by regulation , F D A  pu rp o rts  
to  estab lish those substances w hich are G R A S.25 G RA S substances, 
by  definition, are no t food additives and are to ta lly  exem pt from  reg u 
lation as food additives. I t  is beyond question  th a t F D A  is no t the 
au th o rity  designated  to  determ ine w h e th e r any  substance is GRAS. 
C ongress set the  stan dard  for determ in ing  th a t question, and any

23 Source cited at footnote 18, a t  p. 620.
24 T his suggestion has been m ade to 

represen ta tives of the  A m erican P ap er 
and Pulp  A ssociation, the  N ational 
Paperboard Association, the Paper Ship-

? Sack M anufacturers A ssociation 
he Glassine and G reaseproof M an- 

’rs A ssociation.

25 “ . . . generally  recognized, am ong 
experts qualified by scientific tra in ing  
and experience to evaluate its safety 
as having been adequately show n . . . 
to  be safe . . .” See footno te 5 above.
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m anufactu rer is en titled  to  apply it to  his own situation . F D A  has a 
du ty  to  reach a ju dg m en t on the GRAS sta tu te  of any  suspect sub
stance, and if F D A  determ ines th a t substance is no t G RAS, FD A  
should continue its inqu iry  to  see if an unlicensed food additive is 
involved. However, w hen F D A  finds th a t a substance is GRAS, in 
F D A ’s opinion, then  th a t substance, so far as F D A  is then  concerned, 
is exem pt from  the law  and from  F D A ’s contro l or ju risd ic tion  under 
the  Food A dditive A m endm ent.

F D A ’s practice of issu ing regulations s ta tin g  w hich substances 
are GRAS encourages the im pression th a t no substance is GRAS 
unless FD A , by regulation , m akes it so. C ustom ers become very  u n 
in terested  in hav ing  a supplier tell them  th a t a  given m ig ran t is 
exem pt because it is G RA S unless FD A  has included th a t m ig ran t on 
one of its published lists. T he net resu lt in the  com m ercial w orld  in 
m any product areas has been to  preclude individual determ inations of 
GRAS s ta tu s  and to  give F D A  nearly  as m uch control over exem pt 
substances as it has over those w hich C ongress placed under FD A  
jurisdiction . F o rtu n a te ly  th is trend  has been som ew hat slowed by the 
estab lishm ent of expert panels in som e fields to  estab lish  GRAS lists 
w ith ou t reference to  F D A 's view s.26 I t  w ould be reassu ring  if F D A  
would re-exam ine, as a policy m atter, the entire  concept of issu ing 
regulations w hich to  the com m ercial w orld appear to  be Section 409(c) 
Food A dditive R egulations, bu t w hich are partia lly  or w holly devoted 
to exem pt substances.

F D A ’s app aren t in ten tion  to regulate  th a t w hich C ongress has 
no t subjected to  regulation  appears again  in F D A ’s expressed desire 
to  w rite  regula tions for entire  industries and all th e ir products (e. g., 
paper and paperboard), under a s ta tu te  w hich covers only a few of 
the raw  m aterial ingred ien ts used. T here  is no evidence th a t C ongress 
ever in tended the  F D A  should w rite  regulations s ta tin g  how  paper, 
paperboard, cellophane, etc. w ere to  be m anufactured . Such a prospect 
w as never considered in all the  years of hearings on the  Food A dditive 
A m endm ent and m ost law yers w ould agree the  s ta tu te  w ould need 
be very  clear before such a drastic  degree of regulation  could be 
authorized. Som eth ing akin to  the  au th o rity  to  standardize foods, so 
carefully estab lished by  Congress in Sections 401 and 701(e) of the 23

23 See the description of the F lavoring  Depew, P residen t of th e  F ood La- 
E x tract M anufacturers Association panel Institu te , 16 F ood Drug Cosmetic 
and its w ork, given by F rank lin  M. J ournal 257 (M ay, 1961).
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A ct, w ould be required  before F D A  w ould have the pow er to  s tan d 
ardize food papers, food cellophanes, etc. Y et if the Food A dditive 
R egulation  itself is w ritten  in te rm s of vast groups of end products 
and pu rp o rts  to list all the chem icals w hich m ay be presen t in the  end 
product (including large groups of chem icals not covered by the law 
as well as those w hich are sub ject to  it) , the sam e drastic  resu lt is 
achieved w ith ou t s ta tu to ry  au tho rity .

L astly  and perhaps m ost im portan t, under the proposed blanket 
regulation  procedure there seem s to be no requirem ent th a t petitions 
contain reports  of toxicological investigations and a descrip tion of a 
practical m eans for enforcing the regulation , th a t is, of readily  de ter
m in ing w hether or not the product or p roducts to  be controlled com ply 
w ith  the regulation . As previously indicated, it is difficult if not im 
possible to  apply these provisions to  incidental add itives b u t these 
requirem ents are no t m erely adm in istra tive  requests to  be waived at 
F D A ’s pleasure. T he s ta tu te  itself requires the  petition  for a Food 
A dditive R egulation  to  contain “a descrip tion of practicable m ethods 
for determ in ing  the  q u an tity  of such additive in or on food . . .” 
and “ . . . full repo rts  of investigations m ade w ith  respect to  the 
safe ty  for use of such additives . . .” 27 A blanket regulation  issued 
in a form  ignoring  these s ta tu to ry  requirem ents is of very question
able value, for such a regulation  w ould appear to  be voidable at any 
tim e for failure to  conform  to the s ta tu te ; and— if F D A  should seek 
to  cure the reg u la tio n ’s voidable na tu re— its p roponents m ight a t any
tim e be subjected to  dem ands for the m issing scientific data  or have 
th e ir in du stry  sub jected  to  a form  of control they  never anticipated .

Factory Inspection:
The “ Food-Additives-Are-Food” Theory

T here  m ay be an explanation  for the  absence of a control m ethod 
from  som e of the F D A  descrip tions of the b lanket regulation . FD A  
believes it has or should have, very  com prehensive factory  inspection 
powers. T he polypropylene regulation  seem s to  assum e th a t there  will 
be inspections by FD A  of p lan ts producing th is m aterial. F ac to ry  
inspection m ay be the im plied m ethod for assu ring  com pliance w ith  
o ther b lanket regula tions now con tem plated .28
27 Sections 4 0 9 (b )(2 )(D ) and (E ) of 

the Act, 21 U S C  3 8 4 (b )(2 )(D ) and 
(E ).

“ “ P lan t inspection can augm ent la
bora to ry  testing  to insure compliance

w ith such requirem ents. I t  is on this 
philosophical footing tha t we have con
structed  our regulations for polypropy
lene and the nylons, and are considering 

(Continued on following page)
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H ere  again serious legal questions arise. T h e  s ta tu te  contains a 
pow er to inspect. Section 704(a) of the  A c t25 sta tes in p a rt th a t for 
purposes of enforcem ent, duly designated  em ployees are au thorized  :

(1) T o  enter, at reasonable tim es, any factory , w arehouse, or establishm ent 
in which fond, drugs, devices or cosm etics are m anufactured, processed, packed, 
o r held, for in troduction  in to  in te rs ta te  com m erce o r are held after such in tro 
duction . . . and (2) T o  inspect . . . such facto ry  . . . and all p e rtinen t equip
m ent, finished and unfinished m aterials, containers and labeling therein. (Ita lics  
added.)
So far as packaging additives are concerned, the key w ord in th e  above 
quotation  is “food.” T here  is no explicit au th o rity  to  inspect factories, 
w arehouses, etc., w here food additives are m anufactured , etc., no r to 
inspect such estab lishm ents w here food containers are m anufactured , 
etc. Congress never considered, let alone authorized, F D A  inspection 
of industria l chem ical factories, packaging  p lan ts and o ther non-food 
estab lishm ents. W h en  the  Food A dditive A m endm ent w as passed, no 
change w as m ade in the au th o rity  g ran ted  by Section 704(a).

F D A  claim s to  find au th o rity  for such inspections in the theory  
th a t a “ food add itive” is a “food” and these  tw o term s are in terchan ge
able th ro ug hou t the sta tu te . T h is  equation of w ords arises from  the 
definition of food in Section 201(f) of the  A ct, w hich includes “articles 
used for com ponents” of food and the  definition of food additive in 
Section 201 (s) w hich refers to  substances w hich m ay reasonably  be 
expected to  becom e com ponents of food.

F D A  has used th is sam e argum en t as one support for its claim ed 
pow er to  seize unlicensed food additives before they  are are used w ith  
food. (T he  s ta tu te  au tho rizes the  seizure of adu ltera ted  food, for in 
stance w here a food is adu ltera ted  because it bears or contains an 
unlicensed food add itive ,30 b u t it does not au thorize  seizures of un 
licensed food additives capable of som e day causing a food to  be 
adu ltera ted .) T he th eo ry  in th is application has been well analyzed 
— and rejected— by a t least one well qualified w rite r.31
(Footnote 28 continued) 
those for can enam els and sim ilar sub
stances.” L. M. Beacham , F D A  D ivi
sion of Food, 16 F ood D rug Cosmetic 
L aw Journal 264 (M ay, 1961).

29 2l" U. S. C. 374(a).
30 Section 304(a) of the Act, 21 U. S. C. 

334(a) reads: “A ny article of food . . . 
th a t is adu ltera ted  . . .shall be liable to

be proceeded against . . .  on libel of 
inform ation and condem ned . . . ” Sec
tion 4 0 2 (a )(2 )(C ), 21 U. S. C. 342(a) 
(2 )(C ) reads: “A  food shall be deem ed 
to  be adulterated  . . . (C ) if it is. or 
it bears o r contains, any food additive 
w hich is unsafe w ithin the  m eaning of 
Section 409. . . ” Section 409 equates
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In  answ er to  questions abou t the  s ta tu to ry  au th o rity  for factory  
inspection and seizing em pty  containers (w hich m igh t be unlicensed 
food additives) F D A ’s G eneral Counsel s ta ted  the  F D A  position as 
fo llo w s:

As far as I ’m  concerned, it is tru e  th a t “food additives’’ w ere not specifically 
m ade “food” by definition w hen the Food A dditives A m endm ent was passed. 
T h e C ongress’ explanation for th a t w as: “ I t  was unnecessary  to do so.” . . .  If  
any container has a poisonous 33 substance in it th a t is reasonably expected to  
m igrate  to  food and the container is being shipped to, or is in the possession of, 
a food processor, we would not hestita te  to  a ttem pt to  take regula tory  action 
to prevent its use before food was packaged in it, thereby rendering  the food 
adulterated . W e th ink  the law  is am ple on tha t point.33

T h e question of inspecting these places 3* has not come up. As you know, 
our inspection au tho rity  is supported  by a crim inal sta tu te  and of course it likely 
to  be stric tly  construed. I m ust say, how ever, th a t if anyone will look a t the 
polypropylene food additive regulation  he’ll see tha t it is established in term s of 
w hat w as used in preparing  tha t substance.

As a practical m atter, w e’re no t going to  be able to issue regulations for 
som e packaging m aterial w ithout doing it on the basis of specifications for the 
packaging m aterial. In  o rder to  m ake those regulations effective there  will have 
to  be an adequate inspection pow er. I don’t anticipate any difficulty on this nor 
am  I here suggesting  th a t w hen we b ring  our first crim inal case to  get a  reliable 
in te rp re ta tion  of the facto ry  inspection au thority , we go in to  some can com pany 
to  start. T he sta tu to ry  basis for au thority  to inspect would have to  be th a t the 
food additive is a food because it is intended for use w hich results in its becom ing 
a com ponent of food. . ,35

P ackag ing  additives are no t “used for com ponents of food’’ even 
thou gh  th ey  m ay “becom e com ponents of food,” and no am ount of 
sem antical acrobatics will change th a t fact. Also, th ere  is no evidence, 
as has been said, th a t C ongress in tended the w ord “food” in the 
factory  inspection section of the  A ct to  au thorize  inspections of m etal, 
paper and p lastics packaging  plants. In  addition zo these points, we 
should note ano th er problem  w ith  the  “food-additives-are-food” 
th eo ry : the  application of the  food labeling provisions of the  A ct to  
all food additives. If F D A  accepts th is  theory— and the gains in 
te rm s of expanded factory  inspections and seizure pow ers suggest th a t
(Footnote 30- continued)
“unsafe” to  unlicensed, th a t is, a use 
not in conform ity w ith an issued reg u 
lation.

“ John  G. K uniholm , “A re E m pty  
C ontainers F ood,” IS F ood D rug Cos
metic L aw Tournal 637 (O ctober, 
1960).

33 Since the F ood  A dditives A m end
m ent is com pletely an tithetical to  the

. „ IN C ID E N T A L  ADDITIVES .

concept of “poisons,” th is reference 
should be to  an “unlicensed food ad 
ditive.”

33 M r. W . W . Goodrich, 16 F ood 
Drug Cosmetic L aw J ournal SI (Jan u 
ary, 1961).

34 Plants producing food-packaging ma
terials.

33 Source cited at footno te 33, at p. 57.
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FD A  will push the  theory— then  w hy does F D A  do n o th ing  abou t all 
the “misbranded foods” (that is, food additives) being shipped every day?

T he answ er is th a t F D A  recognizes th a t food additives don’t 
need to  be labeled as foods, in m any cases could no t be so labeled, and 
th a t Congress never said they  should be so labeled. F D A  has s a id : 
“W e do no t believe th a t an em pty can 3<i requires labeling  as a food.” 3‘ 
T hen , in the sam e brea th , F D A  says: “W e believe th a t can m anufac
tu ring  p lan ts are sub ject to  inspection to  detect possible v iolations of 
the food-additives am endm en t.” 3S F rom  th is it appears th a t w hile 
F D A  m ay w an t som e of the benefits of its “food-additives-are-food” 
theory , it will not apply th a t theory  consisten tly  across the board. If  
C ongress in tended th a t all uses of the  w ord “food” in the s ta tu te  
should include “food additives,” F D A  w ould have no such choice. 
P erhaps even F D A  has some reservations about the  valid ity  of this 
theory.

A Short-Cut Procedure
T he FD A  orig inally  w an ted  to  hold all additive clearance tech 

niques closely in line w ith  the s ta tu te :
. . . we have been asked if we do not recognize tha t we should take the 

position th a t the incidental additive from  packaging m aterials be classed as "de 
minimus” or of “pharm acological insignificance.” W hile these are nice sounding 
term s, the fact rem ains that we just are no t in a position to solve our food- 
additives problem s on the basis of sem antics.

W hen you come righ t dow n to  fundam entals, the proponents of this idea 
are really asking tha t we deal w ith these incidental additives on a basis clearly 
different from  th a t contem plated by the law. T hey  are saying th a t we should, in 
effect, set tolerances for incidental additives by a sort of short-cu t procedure— 
just because the additives are p resen t in quite sm all quan titie s .36 37 * 39

In  lieu of solving the problem  w ith  “nice sounding te rm s,” FD A  
now  suggests we solve it w ith  “ the b lanket regu la tion .” T h is is a 
solution “clearly  different from  th a t con tem plated  by the law ” for 
it am ounts to a proposal (1) to  issue regulations covering chem icals 
w hich are to ta lly  exem pt from  control under the enabling  s ta tu te ; (2) 
to  issue regulations contro lling  entire  industries 'and the m anufacture  
of th e ir  end products under a s ta tu te  clearly  w ritten  to  deal w ith  only 
certain  chem ical ingred ien ts of such end p ro d u c ts ; and (3) to  in stitu te

36 In  the context, this reference is 
to an em pty can containing a food 
additive.

37 “ F D A  A nsw ers to Q uestions,” IS
F ood Drug Cosmetic L aw Tournal 232
(A pril, 1960).

38 Source cited at footnote 37.
39 A ssistan t C om m issioner J . K enneth  

K irk, 15 F ood Drug Cosmetic L aw 
J ournal 264-265 (A pril, 1960).
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factory  inspections of non-food plan ts (and seizures of non-food 
item s) on the basis of a h igh ly  questionable s ta tu to ry  construction , 
inconsisten tly  applied.

T his so rt of “adm in istra tive  leg isla tion-’ does no credit to FD A . 
C ongress alw ays has provided regu la to ry  pow er w here F D A  could 
dem onstra te  the need. F D A  is not overstaffed or sho rt of useful 
w ork  to  do. T hus it is hard  to  understand  w hy F D A  should be so 
quick to  claim  additional pow er beyond th a t g ran ted  by Congress. 
T he  b lanket regulation , inspection of non-food factories and seizures 
of non-food item s m ay be only reactions to  w h a t F D A  believes is a 
regu la to ry  need, bu t th is  does no t ju stify  proceeding w ith ou t s ta tu to ry  
au tho rity . T hese  activities ou gh t to  be closely review ed by the FD A  
Com m issioner and his policy-m aking superiors.

A Prudent Judgment?
W e have been try in g  to  assess the prudence of the  ju dg m en t 

th a t incidental packaging additives should be regulated  in the same 
m anner as d irect food additives.. W e have seen the enorm ous difficul
ties involved in sub jecting  packaging additives to  the  p resen t s ta tu 
to ry  procedure and we have seen how th is has led the F D A  tow ard  
form s of regulation , and m ethods of enforcem ent, not sanctioned by 
the s ta tu te . T he  o ther resu lts  of th is judgm en t cannot be m easured 
w ith  g reat accuracy bu t th ey  are beg inning to  be clear.

F irs t, so far as the au th o r can determ ine, the  huge expenditures 
and in tensive studies of the  last th ree  years have n o t produced any 
evidence th a t any  old or new  packaging  m aterial w ould have been 
a serious hazard  to  health  if the  Food A dditives A m endm ent had no t 
been enacted. Some specifications have been set for new  m aterials, 
and som e lim itations have been placed on the  usage of com ponents of 
o lder m aterials. H ow ever, no m ajor health  hazards from  packaging 
m ateria ls have been identified, and it is likely th a t sim ilar specifica
tions and  lim itations w ould have been estab lished by the m anufactu rers 
involved w ith ou t governm ental fiat— and w ith ou t the g rea t expense 
w hich a ttended  the  issuance of form al regulations.

Second, F D A  has no t concentra ted  its efforts on d irect add itives 
b u t has d iverted  the bulk of its a ll-too-lim ited resources to  handling  
incidental additives and particu larly  packaging additives. If the 
d irect add itive problem  is as serious as F D A  to ld  C ongress it w as 
prio r to  1958, it is w astefu l (and perhaps even dangerous) to  divert 
effort from  th a t field to  incidental additives.
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T hird , th ere  has been a sharp  reduction  in research  on, and the 
developm ent of, new products and new m ethods. T he num ber of 
research w orkers and facilities available in in du stry  is lim ited. If 
these  w orkers and facilities m ust be devoted to  solving difficult and 
leng thy  analytical problem s involving existing  products, they  can
not be serv ing the consum er a t the same tim e w ith  the  developm ent of 
b e tte r and cheaper new products.40 W hen  the w ork  they  m ust do on 
old products is enorm ously expensive, the loss to  the  consum er in new 
products is very  great.

F ou rth , the  agg regate  cost of the scientific determ inations re
qu ired by the  p resen t law  for incidental additives is trem endous. T h a t 
cost is a cost to  the  consum er. Is the  consum ing public pay ing  th is 
trem endous cost for a negligible (if any) increase in th e  safety of w h at 
is already by far the  w o rld ’s finest food supply? T he foregoing 
strong ly  suggests th a t th is is true , and if it is, w e are indeed being 
“ im provident in the  use of our resources.” 41

Congressional Reconsideration
If, as the  au th o r believes, the p resen t regu la to ry  plan is im pruden t 

w hen applied to  incidental packaging additives. Congress ou gh t to  be 
asked to  reconsider it. If som e form  of control is necessary, an appro
pria te  m ethod of achieving it a t a reasonable cost to the  consum er can 
be devised. O r it m ay be th a t th e  evidence w ill show  ra th e r clearly 
th a t there are no hazards from  packaging  additives w hich ju stify  any 
form of regulation . In  e ither case, the enorm ous w aste, cost and the 
adm in istra tive  aberra tio ns resu lting  from  th e  p resen t inapplicable 
s ta tu to ry  plan w ill be remedied.

A vigorous effort should be m ade to  enlist F D A 's support for 
Congressional reconsideration , b u t the effort m ust come soon, before 
the ill-considered regu la to ry  policy exem plified by the  b lanket regu la
tion  becom es so well established th a t the  F D A  w ill no t be w illing, as 
a policy m atter, to  change its direction. F ew  governm ental agencies 
have so consisten tly  dem onstra ted  th e ir  fair-m inded objectiveness 
over the  years, and it is certa in ly  reasonable to  expect th a t F D A ’s 
top-level adm in istra to rs, if they  can som ehow  be caused to take the 
tim e to  th ou gh tfu lly  consider the  problem , will recognize the  need for 
a special legislative solution and will cooperate in seeking it. [T he E nd]

40 F o r a discussion of related  adverse A drien L. R inguctte, 15 F ood D rug 
effects on research  in anim al drugs Cosmetic L aw J ournal 354 (M ay, 
and agricultural chemicals, see Charles 1960).
F. H agan, 15 F ood D rug Cosmetic L aw 41 Source cited at footnote 3.
J ournal 118 (F eb rua ry , 1960) and
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The Federal Hazardous Substances

This Paper W as Presented Before the Division of Food Drug 
and Cosmetic Law, Section of Corporation, Banking and Busi
ness Law of the American Bar Association on August 9, 1961.
Mr. Scriba Is Member of the Law Department, Union Carbide 
Corporation and Is Vice Chairman of the Precautionary Label
ing Committee, Chemical Specialties Manufacturers Association.

Th e  f é d é r a l  h a z a r d o u s  s u b s t a n c e s  l a b e l i n g
A C T 1 w as approved by the  P residen t on Ju ly  12, 1960. I t  p ro 

vided th a t it should take effect on F eb ru ary  1, 1961, sub ject to  the  
pow er of the Secretary  of H ea lth , E ducation  and W elfare, w ho ad
m in isters it, to  prescribe a subsequent date no la te r th an  F eb ru a ry  1,
1962. T he S ecretary  has prescribed first, A ugust 1, 1961, and later 
F eb ru a ry  1, 1962, as the  effective date for the  penalty  and condem na
tion provisions of the Act, except as to  “flam m able” , “h igh ly  flam
m able” and “h igh ly  toxic substances.”2 As to  those th ree  exceptions 
th e  A ct becam e fully effective on F eb ru ary  1, 1961.

T he title  by w hich the A ct m ay be cited is the  “ F ederal H aza rd 
ous S ubstances L abeling  A ct.” T he  scope of the s ta tu te  is n o t as 
b road  as th is  title  w ould suggest. A m ore accurate title  w ould be 
“ F ederal H azardous H ousehold  Substances L abeling  A ct.”

P erh aps the  sim plest and clearest title  w ould be “F ederal H az a rd 
ous H ousehold  Chem ical P ro du c ts  P recau tionary  L abeling  A c t” if, 
as  appears probable, the  A ct applies only to  chem ical products. T he 
s ta tu te  relates to  the p recau tio nary  labeling  of “hazardous substance(s) 
or m ix tu re (s)  of substances.” I t  re la tes to  them  w hen  th ey  are “in 
a  con tainer in tended  or suitable for household use.”

If one w ere required  to  s ta te  the  g ist of the new s ta tu te  in a single 
sentence it w ould no t be far w rong  to  say th a t w here the  com m on law

1 74 Stat. 372, 30 U. S. C. 1261-1273. = 26 Federal Register 937, 26 Federal

By GEORGE T. SCRIBA

Register 6544.
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im poses liability  for personal in ju ry  for failure to  w arn  of the hazards 
of a p roduct covered, the A ct now im poses crim inal penalties.

If one w ere allow ed a paragraph  one could reasonably say—T he 
A ct applies to  household chem ical p roducts sold in in te rs ta te  com 
m erce. If such a p roduct is hazardous, and m ay cause substan tia l 
in ju ry  o r illness, the  con ta iner m ust bear a w arning. T he  s ta tu to ry  
s tandard  for determ in ing  w hether a p roduct is hazardous is the  s tan d 
ard used by the courts in civil liability  cases. T he  du ty  to  w arn  is the 
sam e under the com m on law  rule and un der the  rule of th is  A ct.3 
T he A ct specifies the  basic elem ents of a w arn ing  la b e l; a signal w ord 
(D A N G E R , W A R N IN G  OR C A U T IO N ) ; a s ta tem en t of the h a z a rd ; 
and advice on p recau tionary  and first aid m easures. In addition to the 
w arning , the label m ust identify  the hazardous ingred ien ts for the 
doctor in case of an accident and m ust give the nam e and address of 
the responsible seller. All of th is  m ust be “ located prom inently  . . . 
in conspicuous and legible type .’’ T he A ct requires the  w ord “poison” 
on a highly toxic p roduct w hich com es w ith in the trad itional pharm a
c ists’ definition of a poison, and the A ct also em pow ers the S ecretary  
to  require the w ord “poison” on any less toxic p roduct w hich he finds 
is nevertheless h igh ly  hazardous. T he A ct generally  em pow ers the 
S ecretary  to  require m ore, or less, p recau tionary  labeling w here the 
relative hazard  m akes th is necessary or sensible. P roducts whose 
precau tionary  labeling is regu la ted  by certain  o ther s ta tu te s  are ex
em pt. T he F ederal Caustic Poisons A c t4 is repealed and products 
form erly sub ject to it are sub ject to the stan dards established by th is 
A c t/’

3 It would seem tha t the Act imposes 
a duty to know the toxic, flammable 
and o ther hazardous characteristics of 
the product. If so, it m ay be in advance 
of the com m on law of negligence in 
some jurisdictions.

4 44 S tat. 1406, 15 U. S. C. 401-411.
" T his one paragraph sum m ary of 

the Act m ay be com pared w ith its basic 
provisions. T hey  read : Sec. A— “The 
follow ing acts and the causing thereof 
are hereby prohib ited : (a) T he in tro 
duction or delivery fo r introduction into 
interstate commerce of any misbranded 
package of a hazardous substance.” 
Sec. 2 (p )—“T he term  ‘m isbranded 
package’ or ‘m isbranded package of a 
hazardous substance’ means a hazardous 
substance in a container intended or

suitable for household use which, ex
cept as otherw ise provided by or pur
suant to section 3, fails to bear a label— 

“ (1) w hich states conspicuously (a) 
the nam e and place of business of the 
m anufacturer, packer, d is tribu to r or 
seller; (b ) the com m on o r usual name 
or the chem ical nam e (if the re  be no 
com m on o r usual nam e) of the hazard 
ous substance o r of each com ponent 
which contributes substantially  to its 
hazard, unless the Secre tary  by regu
lation perm its o r requires the use of a 
recognized generic nam e; (c) the signal 
w ord ‘danger’ on substances which are 
extrem ely flammable, corrosive, or 
highly toxic; (d ) the signal w ord 
‘w arn ing’ or ‘caution’ on all o ther
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T he sub stitu tion  above of the w ord “p rod uc t” for the  w ord 
“sub stance” has been natu ral and deliberate . People com m only talk 
of “consum er p rod uc ts” and of “products for household use.” The 
w ord “sub stance” is aw kw ard  for anyone b u t a chem ist. T he ques
tions w hich m ay arise on a first read ing  of the  A ct are quite s im p ly : 
W h a t products are covered by it?  W h a t is the  m eaning of the  w ord 
“sub stance” as used in it?

W hat Does the W ord “Substance“ M ean?— Does the w ord “sub
stan ce” m ean a chem ical or m ix ture  of chem icals? O r does its m ean
ing include an article, a th ing, a device?

Is a child’s bed painted w ith  toxic lead pain t sub ject to  the A ct? 
Does a flam mable celluloid toy  come under it?  If c igarettes are 
cancer-producing are they  hazardous substances under th is  A ct? If 
they  will in ju re  the  sm all child w ho eats them  are they  sub ject to  it? 
A re paper and m atches sub ject to  it?  T he stron ger view w ould seem 
to be th a t none of these come w ith in  its scope. I t  relates to chem ical 
products.

T he w ord “sub stance’’ is no t defined in the Act. T he definition 
of a “hazardous substance” in Section 2 (f) begins— “any substance or 
m ix tu re  of substances . . . .” A  s tan dard  d ictionary  definition of 
“substance” is— “Chemistry. Any particular kind of matter, whether ele-
( Footnote 5 continued) 
hazardous substances; (e) an affirm a
tive s tatem ent of the principal hazard  
or hazards, such as ‘F lam m able,’ 
‘V ap o r H arm fu l,’ ‘Causes B urns,’ ‘A b
sorbed T hrough  Skin,’ or sim ilar 
w ord ing descriptive of the hazard ; (f) 
precau tionary  m easures describing the 
action to be followed or avoided, except 
w hen m odified by regulation of the 
S ecre tary  pursuan t to section 3; (g) in
struction, w hen necessary o r appro 
priate, for first aid trea tm en t; (h ) the 
w ord ‘poison’ for any hazardous sub
stance which is defined as ‘highly tox ic’ 
by subsectioin (h) ; (i) instructions for 
handling and storage of packages which 
require special care in handling o r s to r
age; and (j) the s tatem ent ‘Keep out 
Of the reach of ch ildren ,’ or its p rac
tical equivalent, and (2) on w hich any 
statements required under subparagraph 
(1) of this paragraph  are located promi
nently  and are in English language in 
conspicuous and legible type in con-

tra s t by typography , layout, o r color 
with other printed m atter on the label.”

Sec. 3(b) —“If  the Secretary finds that 
the requirem ents of section 2 ( p ) ( l )  are 
not adequate for the pro tec tion  of the 
public health and safety in view of the 
special hazard  presented  by any p a r
ticu lar hazardous substance, he m ay by 
regulation establish such reasonable 
variations or additional label requ ire
m ents as he finds necessary  for the 
protection  of the public health  and 
safety; and any container of such 
hazardous substance, intended o r su it
able for household use, w hich fails to 
bear a label in accordance w ith such 
regulations shall be deem ed to  be a 
m isbranded package of a hazardous 
substance.”

Sec. 2 ( f) —“T he term  ‘hazardous sub
stance’ m eans: 1. (a) A ny substance
or m ixtu re of substances w hich (i) is 
toxic, (ii) is corrosive, (iii) is an irri
tant, (iv) is a strcr.g  sensitizer, (v ) is 

(Continued on following page)
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m ent, com pound, or m ix tu re .” 6 T his seem s to  be the  sense in w hich 
the A ct uses th e  word.

T h u s Section 2(f) also provides th a t the  te rm  “hazardous sub
stan ce” does no t apply to  “econom ic po isons” , w hose labeling  is reg u 
lated  under the  F ederal Insecticide, F ungicide and R odenticide A ct, 
nor to “foods, drugs, and cosm etics” w hose p recau tionary  labeling is 
governed by the F ederal Food, D rug , and Cosm etic A ct, b u t says 
no th ing  about th e  “devices” w hich are sub ject to  these tw o A cts. I t  
w ould seem th a t if “ devices” had been th o u g h t to  come w ith in  the 
definition they  also w ould have been excluded.

Section 4 (a ) p roh ib its  the in troduction  in to in te rs ta te  com 
m erce of “any m isbranded package of a hazardous substance .” I t  does 
no t p roh ib it the in troduction  of unpackaged m isbranded substances. 
A “m isbranded package of a hazardous sub stance” is defined in Sec
tion 2 (p ) as “a hazardous substance in a container intended or suitable 
for household use w hich . . . fails to  bear a label w hich sta tes . . 
Section 2 (n ) defines a “ label” as a “display of w ritten , p rin ted  or 
graphic m a tte r  upon the im m ediate container of any  substance .” 
T h ro u g h o u t the A ct the provisions speak of the  container and the 
label on the  container. N ow here is any m ention m ade of w arn ing  
labels on “sub stances” as such. T he  in ten t can hard ly  have been to 
require w arn ings on hazardous articles and th ings w hen they  are 
packaged, b u t no t w hen th ey  are unpackaged ; to  require a w arn ing  on 
a  packaged flam m able toy, b u t no t on an unpackaged one ; on pack
aged sta tion ery  or tissue paper, b u t no t on unpackaged paper. T he 
reasonable conclusion m u st be th a t the  A ct applies to  chem ical prod-
(Footnote 5 continued) 
flammable, o r (vi) generates pressure 
through decom position, heat, o r o ther 
m eans, if such substance o r m ixtu re of 
substances m ay cause substantial per
sonal in jury  or substantial illness du r
ing or as a proxim ate resu lt of any 
custom ary or reasonably foreseeable 
handling or use, including reasonably 
foreseeable ingestion by children.”

6 Webster's N ew  Collegiate Dictionary, 
1958. T he seven definitions given there 
are: “ 1. T h a t w hich underlies all ou t
w ard  m anifesta tions; real, unchanging 
essence o r na tu re  of a th ing ; tha t in 
w hich qualities inhere; tha t w hich con
stitutes anything what it is. 2. Essential

element or elements; characteristic com
ponents ; as, the ideas are the same in 
substance. 3 Essential im port: g ist; as, 
the substance of what he said. 4. Material 
of which a thing is m ade; hence, solidity', 
bod}'; as, to test the substance of concrete; 
also, a m aterial object, as distinguished 
from  som eth ing visionär}- or shadowy. 
5. M aterial possessions; estate ; p rop
erty ; resources, as, to w aste one’s sub
stance. 6. Chem. A n y  particular kind 
o f matter, whether element, compound, or 
m ixture; any chemical material o f which 
bodies (sense 6) are composed. 7. 
C hristian  Science. Spirit.” (Ita lics  
added.)
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ucts w hich cannot be sold unpackaged, w hich from  their very  natu re  
m ust be in a con ta iner in order to  be handled or used.7

Section 2(f) incorporates in the  definition of a  hazardous sub
stance the  w ays in w hich such a  substance can in jure. I t  confines 
the definition to  substances w hich are toxic, corrosive irritan t, sensi
tizing , flam m able and p ressure  generating . T aken  collectively these 
adjectives are characteristic  of chem icals and m ix tures of chem icals, 
ra th e r than  of articles and th ings.

T hus, the A ct contains these and o th e r clear indications th a t the 
w ord “sub stance” is used in its  d ictionary  m eaning.

T h is  view  is stron g ly  sub stan tia ted  w hen we look at the  origins 
of basic provisions in the  A ct and w hen we look at the legislative 
h istory .

Im p o rtan t p a rts  of the  language and requirem en ts of the A ct 
are adopted  from  the now  classic chem ical labeling m anual first pu b 
lished in 1945 by the  M anufactu ring  C hem ists’ A ssociation, identified 
as “M anual L -l ’ and entitled  W arning Labels. A  Guide fo r  the Prepa
ration o f W arning Labels fo r  Hazardous Chemicals. The definitions of 
“h igh ly  tox ic,” “corrosive,” “ ir r ita n t,” “stro n g  sensitizer,” “extrem ely 
flam m able” and “flam m able” Section 2 (h ) , (i), ( j) , (k) and (1) use, 
in vary ing  degrees, th e  language of the definitions in the m anual. T he 
specifications for p recau tio nary  labeling  un der the  Act, Section 2 (p ), 
are taken d irectly  from  pages 10-13 of the  1956 edition (fou rth  re 
vision) of the  m anual. H ere  again is evidence th a t the  A ct is specifi
cally designed to  cover the  labeling of chem ical products.

T he Senate Com m ittee R eport and the  H ouse Com m ittee R eport 
speak only of chem icals.8

T he H ouse C om m ittee R eport says on page 3:
In recent years rapid  advances have been m ade in the field of applied 

chemistry, and these advances, although  generally  beneficial tc the  public a t large, 
have posed new  problem s w hich can adequately  be dealt w ith only th rough  
public education and G overnm ent regulation.

M odern developm ents have increased the possibilities of physical in jury  
from  the careless handling  of household, chemical compounds. A t the tim e of 
passage of the F ederal C austic Poison A ct in 1927 the num ber of household 
chemical compounds in use was ex trem ely  lim ited. T he A ct called for the labeling

7 See also Section 4 (f) w hich forbids
the in troduction  in to  in te rs ta te  com 
m erce of a hazardous substance “in a 
reused food, drug, o r cosm etic con
ta in er o r in a  container w hich though 
no t a reused container, is identifiable

as a food, d rug  o r cosm etic container 
by its labeling or by other identification.” 

8 Senate R eport No. 1158, 86th Con
gress. H ouse R eport No. 1861, 86th 
Congress, 2d Session.
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of only 12 caustic and corrosive alkalis and acids. O th er laws—the Federal Food, 
D rug and Cosm etic A ct and the Federal Insecticide, Fungicide and R odenticide 
A ct—include requirem ents for certain  descriptive labeling, but, in the aggregate , 
the scope of these acts is no t sufficient today. T here  are num erous hazardous 
chemicals used in the household which are not subject to any of the above- 
m entioned laws. (Ita lics  added.)

T he exam ples m entioned in the H ouse Com m ittee R eport are 
silver polishes containing’ cyanide, dry cleaning p repara tions con ta in 
ing carbon te trach loride  and “num erous o ther chem icals not covered 
by the Federal C austic Poison A ct (page 3 a lso ).”

T he Senate C om m ittee R eport con tains sim ilar general language 
confined to chem ical p roducts (pages 1 and 2) and sim ilar exam ples 
of chem ical p roducts only (pages 1, 4 and 6).

B oth  R eports indicate th a t the principle evil to  w hich the  A ct is 
d irected is the accidental ingestion of chem ical p roducts by children. 
(H ouse C om m ittee R eport, pages 3, 6 ; Senate C om m ittee R eport, 
pages 1. 3, 4, 5, 6, 7,10.)

Sim ilarly, a t the H earings before the  H ouse Subcom m ittee, the 
oral testim ony and the w ritten  sta tem en ts  filed speak only of chem i
cals. T he num erous exam ples of hazardous substances cited are all 
exam ples of chem ical products.9

3 R ecords of H earing  before a sub
com m ittee of the C om m ittee of In te r 
sta te  Com m erce on H . R. 5260, 86th 
Congress, Second Session. M arch 14, 
1960. T he definition of a substance was 
approached only once at the hearings. 
T he Com m issioner of Food and D rugs 
in answ er to  a question expressed the 
opinion that a plastic bag “would not 
come under this A c t”. T h a t opinion 
m ight well have been based on the fact 
tha t a plastic bag is not toxic; tha t it 
is not corrosive or irrita ting  or a sensi
tize r; tha t it is not flam m able or p res
sure generating . T he possible hazard 
it presents is suffocation. But the con
tex t of the testim ony indicates that 
both  the C ongressm an and the Com 
m issioner w ere th ink ing along b roader 
lines and that, at least at the time, both 
of them  felt this Act applied only to 
chemical substances. H ere are the ques
tions and the answ ers:

“ Air. R oberts: Dr. L arrick , I am
sure that this has had the a tten tion  of 
the Food and D rug  people, and I know

I am not speaking of anyth ing  new, 
but I am w ondering if som e type of 
label can be ex tended to  the use of 
plastic bags?

“ Mr. L arrick : P lastic bags?
“ Air. R oberts : Yes, sir.
“M r. L arrick : Yes, it could be.

P lastic bags tha t are in the nature of 
laundry  bags and articles of th a t sort 
are not norm ally  the type of com 
m odity tha t we w ork with, but I am 
sure that this Congress could do any
th ing they w anted to along tha t line. I 
would like to  th ink about it.

“M r. R oberts: It is considered a
chemical substance?

“Mr. L arrick : I t would not be a
drug. I t  would not come under the 
Pure Food and D rug  Law, and it 
would not come under this act, in my 
opinion.

“ Air. R oberts: I t  would not come
under this act. A gain I w ant to thank 
you for your statem ent. Are there any 
questions, g e n tlem e n '”
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I t  w ould seem th a t the  w ord “su b stan ce’’ w as used advisedly in 
th is A ct in its  d ictionary  sense and m eans only chem icals and com 
pounds and m ix tures of them , packaged, handled and used as such.

W e m ust now  consider w hich of them  are sub ject to  the Act. 
W h a t standards does the  A ct estab lish for the  requirem ent of w arn ing  
labeling? O r for determ in ing  w h eth er a chem ical p roduct carries a 
hazard  of w hich the  consum er should be w arned?

W hat is a “hazardous substance” ?—T he definition in Section 
2 (f) (1) (A ), foreshortened  for clarity , reads :

T h e term  “hazardous substance” m eans any substance or m ixture of sub
stances which is toxic, corrosive, an irritan t, a stro ng  sensitizer, flam m able or 
generates pressure, if such substance o r m ixtu re of substances m ay cause sub
stan tial personal in jury  or substantial illness during or as a proxim ate result of 
any custom ary  or reasonably foreseeable handling or use.

T his is com m on law language and the  Senate C om m ittee R eport 
says on page 2 :

T he standard s established in this bill for determ ining w hether a substance is 
or is not a hazardous substance are those w hich are generally  recognized at 
com m on law in civil liability cases relating  to the seller’s duty  to w arn  users 
of the hazards of his p roducts.1"

T his section represen ts an im p ortan t b reak th rou gh  in the  field of 
household product labeling sta tu te s  in several w ays.10 11

10 T he Senate C om m ittee R eport also
says at page 10: “I t  is also in tended by 
these definitions to  draw  as clear a line 
of distinction as possible betw een the 
substances covered by this bill and the 
substances which are unaffected by it, 
em ploying the language of the com m on 
law' of civil liability in draw ing such a 
line.” and at page 12: “ I t  is intended 
in m aking such a finding that he (the 
Secre tary) will be guided by principles 
of the com m on law w ith respect to  the 
d u ty  owed by a seller to  w arn  of the 
hazards of his p roducts.” T he H ouse 
Com m ittee R eport says at page 6: 
“Judicial decisions relating  to the duty 
of m anufacturers, distributors, or sellers 
to wTarn  of the hazards of products m ay 
also, to  the ex tent th a t they are con
sistent w ith the above discussion, be 
reso rted  to  for fu rth e r  light on the 
m eaning of the ‘if’ clause of the defini
tion of ‘hazardous substance’ in section 
2(f)i( 1) (A ) of the bill, it being the 
com m ittee’s view that, in th e  event of 
conflict am ong such decisions, those

decisions will be m ore in consonance 
w ith the legislative in ten t w hich are 
m ore liberal in recognizing the fore
seeability of accidental handling or 
m isuse of a hazardous household sub
stance in the absence of adequate 
w arn ing .”

(T he “above discussion” relates to 
the fact tha t the A ct applies only to 
toxic, corrosive, etc. substances; to the 
m eaning of the w ord “substan tia l” in 
m odifying “in ju ry ” and “illness” ; and 
to the fact tha t sw allow ing o r handling 
by children is often reasonably fore
seeable.)

11 Similar broad household “hazardous 
substances” labeling laws representing  
a com parable break th rough  at the state  
level have been recently enacted in Cali
fornia, Colorado, Connecticut, Illinois, 
Indiana, K ansas, M assachusetts, M in
nesota, Ohio, T exas and V erm ont. 
Sim ilar broad m easures are em bodied 
in the New Y ork  S tate Sanitary  Code 
and in the N ew  Y ork  City H ealth  
Code.
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(a) T he older federal, s ta te  and m unicipal labeling law s, ord i
nances and regulations w hich have accum ulated in the books over the 
years re la te  only to a few specifically nam ed chem icals.12 T h is Act 
encom passes all hazardous chem icals.

(b) T rad itionally , a labeling law  has only been enacted after the 
event ra f te r  a num ber of people have died. T h is A ct is an tic ipa to ry  as 
w ell as experience-m inded. W h ere  the hazards are know n or are 
reasonably  foreseeable today, w arn ings are required. W h ere  they  
becom e know n or reasonably foreseeable tom orrow , w arn ings will 
then  be au tom atically  required. W hen  new products are in troduced, 
w e need no t w ait for experience. If know ledge or tests  indicate th a t 
they  presen t reasonably  foreseeable hazards, w arn ings are required.

(c) A gain, trad itional labeling law s have dealt only w ith  poisons 
(and w ith  "flam m able” p roducts) ; only w ith  the  few products which 
are "h igh ly  toxic" and m eet the trad itio nal definition of a poison, or 
w ith  the few er less toxic p roducts w hich have caused num erous deaths 
and have proven them selves highly hazardous. L im ited  only by the 
com m on law  rule th is  broad  A ct covers all toxic, corrosive, ir rita tin g  
and sensitizing  products w hich m ay cause “su b stan tia l” in ju ry  or ill
ness. T he w ords toxic, etc. are not lim ited in degree.13 T he discus
sions of the w ord “su b stan tia l” in the Senate Com m ittee R eport and in 
the H ouse C om m ittee R eport indicate th a t death  or incapacita ting  in 
ju ry  is by no m eans all th a t Congress w as th in k in g  of.

(d) L abeling  law s in the past have adopted  a rough and ready, 
per se, approach. A particu lar product consisting  of a particu lar 
chem ical causes serious in ju ry  and death. A labeling law is passed. 
I t  requires a w arn ing  (alm ost invariab ly  “ P oison” ) on the chem ical 
alone or on all products con tain ing th a t chem ical in any  proportion, 
w hether or not a particu lar product con tain ing  it actually  presen ts a 
h aza rd .14 And, of course, the product m ay not. O ther ingredients

12 M any of these will be found in the 
“Com pilation of Laws A ffecting P ro 
p rie ta ry  D rug  and Allied In d ustries”, 
1960 Edition, published by T he P ro 
prietary Association, W ashington, D. C.

11 T he definition of “toxic” in Section 
2 (g ) reads: “T he term  ‘toxic’ shall
apply to any substance (o ther than a 
radioactive substance) w hich has the 
capacity to produce personal in jury  or 
illness to m an th rough  ingestion, in
halation, o r absorption  th rough  any 
body surface”. I t would seem tha t any

further definition of “ toxic” in term s 
of an LDso can serve only to  lim it the 
scope of the Act.

11 F or example, the New H am pshire 
W ood Alcohol Law, which dates back 
to  1915, provides “N o person shall sell 
. . . m ethyl alcohol . . . w hether in con
cen trated  or diluted form, unless the 
container . . . shall bear a label or tag  
with the following conspicuously printed 
in red thereon, viz. . . .” N. H. Rev. 
S tat. 1955, Ch. 339, Sec. 399.48.
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m ay neutralize or reduce the tox icity  of the chem ical nam ed. T he kind 
of package used m ay elim inate the hazard. (F o r exam ple, liquid of a 
given degree of tox icity  by ingestion m ay presen t a serious hazard 
w hen packaged in a bottle and none w hen packaged in an aerosol.) 
T he physical form of the product m ay be such th a t there  is no hazard. 
(T hus, a liquid or an aerosol con ta in ing  a chem ical w hich causes eye 
in ju ry  will be hazardous, w here a solid product con tain ing the sam e 
chem ical is not Hazardous.) A nd in general, the foreseeable handling  
and use of a particu lar product con ta in ing  the black-listed chem ical 
m ay be such th a t it p resen ts no hazard  of substan tia l in ju ry . The 
com m on law and th is A ct take all such factors in to  account in deter
m ining w hether a product should bear a w arning . T h is A ct re jects the 
“per se” doctrine for chem icals in household products in m uch the 
fashion the Food A dditives A m endm ent to  the Federal Food. D rug, 
and Cosm etic A ct rejected  it for chem icals in foods. W arn in g  labeling 
under th is A ct is based on the foreseeable hazard  or lack of hazard 
presented  w hen the product itself is actually  handled and used in the 
hom e—not solely upon the degree of toxicity , corrosiveness, etc. of 
the different ingred ien ts or of the product itself in the laboratory.

(e) A basic elem ent of the com m on law  standard  is th a t there is 
no du ty  to  w arn  w here the hazard  is know n to the user or handler. 
T here  is no du ty  to rem ind him  of som eth ing he already knows. 
“W hen a dangerous condition is fully obvious and generally appre
ciated, no th ing  of value is added by a w arning. T he sharpness of 
knives and axes . . .  is so no to rious th a t a w arn ing  could be expected 
to  add no th ing  useful to  . . . the know ledge com m on to all m en." 15

T here  is good reason behind the  adoption of th is rule as the rule 
of th is Act. T h ro u g h o u t both the Senate Com m ittee R eport and the  
H ouse Com m ittee R eport em phasis is put on the fact th a t unnecessary  
w arn ings will tend  to defeat the purposes of the  law. T he H ouse 
C om m ittee says on page 6—“ I t is not in tended to  im pose . . . self- 
defeating  requirem ent ( s ) ” and speaks of “inv iting  indifference to 
p recau tionary  s ta tem en ts .” T he Senate says on page 11 th a t—

I t is the purpose of this bill to require p recautionary  labeling which is 
m eaningful and will be observed by the user, but not to require labeling on so 
m any of the things th a t go into a household as to  invite carelessness and the 
ignoring of p recautionary  statem ents.

15 2 H arp er and Jam es. The Law  of 
Torts. (1956), p. 1542 and p. 1546. Par.
28.5 and Par. 28.7.
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W hile  these quotations are taken from  portions of the R eports com 
m enting  on the use of the w ords “substan tia l in ju ry ’’ and “substan tia l 
illness” in the definition of a hazardous substance, th e ir relevance and 
application to  the  presen t po in t are obvious. U nnecessary  w arn ings 
of hazards know n to everyone w eaken the im pact of necessary  w a rn 
ings of unknow n hazards.

T o a degree, m ost chem ical products ca rry  their own w arn ing  “ to 
all m en.” U sers and paren ts are generally  aw are th a t chem icals are 
bad to  drink, or to  breathe  or to  get in one’s eyes. People need w a rn 
ings w here the hazards are g rea te r th an  they  suspect. If, in general, 
w arn ings m erely elaborate the obvious, the  user and paren t have no 
w ay of recognizing those th a t should have their a tten tion .

(f) T he  A ct provides clear and sim ple regu la to ry  procedures 
for determ in ing  and announcing w hether a particu lar p roduct is a 
“hazardous sub stance” under the  com m on law  rule and under the 
Act. W hile  the bill w as pending, the S ecretary  of H ealth , E ducation 
and W elfare w ro te  the tw o C ongressional C om m ittees (H ouse Com 
m ittee R eport, page 24; Senate R eport, page 25) as follow s:

I t  is apparent, tha t . . . the application . . .  of the basic definition of 
“hazardous substance” in the bill is so largely dependent on judgmental factors— 
w hat is “reasonably foreseeable”— tha t it will lead to considerable uncertain ty  
and m uch costly litigation, w ith  different courts and juries reaching different 
results, unless som e m echanism  for au thorita tively  resolving this uncertain ty  
short of litigation is devised. W e realize that, on the one hand, in view of the 
broad sweep of the bill, and because of the constant developm ent of new useful 
bu t hazardous substances suitable for household use, the inclusion of a sta tu to ry  
list of covered substances (in analogy to  the list in the Federal C austic Poison 
A ct) or the lim itation of coverage to substances listed by regulation w ould not 
be feasible. And while, on the o ther hand, we would prefer elim ination of the 
“if” clause a ltogether from  the point of facility of enforcem ent, we recognize 
tha t the inclusion of som e such clause can be justified.

I t is feasible, how ever, and we strong ly  urge, tha t the com m ittee include in 
the bill provisions deem ing a substance to be hazardous w here the secretary  by 
regulation declares it to  be such upon the basis of a finding tha t it m eets the 
requirem ents of the bill’s basic definition of “hazardou s” substance. . . .

T his suggestion  resu lted  in the addition of Section 3 (a ). T he 
basic provisions of th is section read :

1. W henever in the judgm ent of the S ecre tary  such action will prom ote the 
objectives of this A ct by avoiding or resolving uncertain ty  as to its application, 
the Secretary  m ay by regulation  declare to be a hazardous substance, for the 
purposes of this Act, any substance or m ixture of substances which he finds 
m eets the requirem ents of subparagraph  (1) (A ) of Section 2(f),

P roceedings for the issuance of a regulation  are “in all respects 
governed by Section 701(e), (f) and (g) of the F ederal Food, D rug,
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and Cosm etic A ct." U nder Section 701(e) “any action for the issuance 
of any  regulation  . . . shall be begun by a proposal m ade— (a) by the 
S ecretary  on his ow n in itiative or — (b) by petition  cf any  in terested  
person, show ing reasonable grounds therefor, filed w ith  the Secre
tary ."  T hu s the w ay w ould seem clear for e ither the S ecretary  or any 
m anufactu rer or packager in terested  in any  particu lar product or 
classification of p roducts to  propose the issuance of a regulation  
declaring the product or the classification to be a hazardous substance, 
upon a finding th a t it is w ith in  the  definition of th a t term  in the Act. 
T he Senate Com m ittee R eport sta tes  a t page 2— “I t  is in tended in 
m aking such a finding th a t he (the  S ecretary ) will be guided by 
principles of the com m on law  w ith  respect to  the du ty  owed by a 
seller to  w arn  of the hazards of his p roducts.” T he in terests  of o ther 
persons are protected . Section 701(e) provides for the publication 
of the proposed regulation  and an opportun ity  for objections and a 
hearing.

I t  w ould seem th a t in finding w hether a particu lar p roduct or 
classification of p roducts is hazardous, the Secretary  will necessarily 
consider the  degree of hazard and th a t the  regulation  w hen issued 
can indicate the d e g re e ; and th a t it can m ost effectively do so by 
describ ing suitable w arn ings for the containers. T he  m anufacturer 
or packager w ho recognizes th a t his p roduct is hazardous m ay well 
w an t to  resolve un certa in ty  as to  the  adequacy of his w arning , or his 
trade  association m ay w an t to  encourage a uniform  w arn ing  for a 
com m on p rod uct packaged in a com m on fashion. I t  is in cases like 
these th a t petitions by indu stry  for regulations are envisaged.

(g) H ow ever, it w ould seem th a t the difficulties w hich a m anu
fac tu rer faces in the absence of such a regulation  in deciding w hether 
a p rod uct is a hazardous product have been exaggerated . T he  A ct 
requires him to know  the toxicity , flam m ability, etc. of his product 
and know ing these facts, he will be able to estim ate w ith ou t m uch 
difficulty w hether a ju ry  will hold him  liable in a civil law suit if he 
fails to w arn. R esponsible packagers (and c.laims-conscious packagers) 
of household products have been doing th is for years. E xperienced 
counsel accustom ed to pu ttin g  a dollar value on a negligence su it can 
do so w ith  considerable confidence.

F or m any com m on products a com parison cf the  num ber of 
con tainers w hich reach the  hom e w ith  th e  accident records kep t by 
federal and sta te  governm ent agencies will be useful in evaluating  
hazards. T he N ational C learing H ouse for Poison Control C enters
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consolidates the inform ation available from  sta te  and local poison 
control centers. T he N ational Office of V ital S ta tistics consolidates 
reports of the causes of death. Both are under the D ep artm en t of 
H ealth , E ducation  and W elfare.

W h ere  a p roduct has been m arketed  in qu an tity  for a num ber 
of years, the reports  of accidents w hich the m anufac tu rer or packager 
has received will be indicative of its  hazards. T hey  m ust, of course, be 
m ultip lied by  some reasonable factor for he cannot expect to  hear of 
all accidents. A nd if claim s for dam ages have been notable by their 
absence, th is fact will be high ly indicative th a t the hazards are know n 
and th a t there  is no du ty  to w arn. Surely  the m ost strongly  m otivated  
critics of the absence of a w arn ing  are the in jured  persons and th e ir 
law yers. If by th e ir silence over the years they  have recognized th a t 
no du ty  to w arn  existed, it w ould seem m ost unlikely th a t there  is one. 
By the sam e token, if they  have pressed their claim s and the  courts 
have held them  valid, there can be no doubt of the du ty  to  w arn under 
th is Act.

(h) T o ask for a code of regulations under th is A ct w hich will 
clearly differentiate each hazardous product from  each non-hazardous 
one is to ask the im possible. General rules along such lines can only 
be rough and ready. T he cry for certa in ty  will tu rn  quickly in to  a cry 
of ou trage  w hen any such rule is proposed. Even lim ited rules w hich 
seem to elaborate the obvious and to  cover only the clearly hazardous 
products will still be sub ject to exceptions. I t  is conceivable th a t even 
a “high ly tox ic” product, or a p roduct w ith  a flashpoint of less than 
80° F, m ay be so packaged or its hazards m ay be so un iversally  know n 
th a t it is not a hazardous substance.

On the o ther hand, gu ideposts can be developed and will develop 
of them selves. T he  Food and D rug  A dm in istra tion  will sooner or 
la ter be in court. T he decisions w hich its activ ity  produces will be 
highly valuable, w hether it w ins or loses. In the course of tim e, 
experience will suggest products and lim ited groups and classifica
tions of p roducts which lend them selves to declara tory  regula tions 
under Section 3 (a) ; regulations perhaps w hich provide for specific 
exceptions and for fu tu re  exceptions. T he packagers them selves, 
individually, or th ro ug h  th e ir trade associations, m ay propose such 
regulations.

W hat W arnings and Other Inform ation Does the A ct Generally 
Require on Packages Containing Hazardous Substancesf—T he pa tte rn  
of precautionary labeling required by the Act is set forth in Section 2 (p ) .
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I t  w ill be clearer to describe th is  pa tte rn  in term s of a specific 
exam ple of a specific product. T he  w arn ing  and precau tionary  
labeling for ethylene glycol an tifreeze recom m ended by the  Chemical 
Specialties M anufactu rers A ssociations contains all of the elem ents 
nam ed in the  Act, and there is the  advantage th a t the speaker is 
fam iliar w ith  its developm ent. I t  reads :

W A R N IN G
H A R M F U L  OR F A T A L  IF  S W A L L O W E D .

Do N ot D rink  A ntifreeze or Solution.
If Swallow ed, Induce V om iting  Im m ediately.

Call a Physician. E thy lene Glycol Base.
Do N o t S tore in O pen or U nlabeled C ontainers.

K E E P  O U T O F REACH  O F C H IL D R E N .
The first requirement of Section 2 (p ) is a signal word— D A N G ER , 

W A R N IN G  or C A U TIO N . T he signal w ord “ D an ger” is m anda
to ry  for p roducts w hich are “corrosive,” “high ly to x ic” or “highly 
flam m able,” as defined for the purpose in Section 2. T his product is 
none of these.

T he second requirem ent is an affirm ative s ta tem en t of hazard. 
T he sta tem en t used here is “H arm fu l or F atal if Sw allow ed.” T he 
only stron ger s ta tem en t w hich the E nglish  language provides is 
“F ata l if Sw allow ed.” Less stron g  sta tem en ts  available are “H arm ful 
if Sw allow ed” and “M ay be H arm fu l if Sw allow ed.” T he product 
reaches the  garage bu t not the k itc h e n ; it is liq u id ; it is d r in k ab le ; 
w h a t is no t im m ediately used is sometimes stored. Available statistics 
show  very  few instances of accidental ingestion  by children or by 
adults, w h eth er or no t the trem endous num ber of cans th a t reach the 
hom e annually  is taken  in to account. T his is a p roduct w hich to x i
cologists ra te  as “m oderately  to x ic”.115 If it w ere no t “an tifreeze”, 
a lesser w arn ing  w ould be indicated. B u t a few people drink  an ti
freeze deliberate ly and in quantity . W hile  it can reasonably be said 
th a t the danger is know n “to all m en” (there  are literally  no claims 
or law su its), the  s tron ger sta tem en t of hazard  is in telligent.

“ “ E thylene Glycol. T oxicity  ra tin g  Gleason, Gosselin and Hodge. Clinical 
of 3 (m odera tely  toxic) is based on Toxicology o f Commercial Products. 
clinical data. In  guinea pigs, rats and 1957 at p. 56. 
mice the ra ting  is 2 (slightly  tox ic ).”
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T he th ird  requirem ent is a s ta tem en t of the p recau tionary  
m easures to be followed or avoided. T he A ct suggests th a t the Sec
re ta ry  m ay m odify th is  requirem ent, presum ably  w here it is super
fluous. P erhaps th is is so here. T he sta tem en t “H arm fu l or F a ta l if 
Sw allow ed” clearly  im plies the P recau tionary  M easure “Do N ot D rink 
A ntifreeze or So lu tion”. T he only doub t w ould be about the w ords 
“or Solution .”

T he A ct requires first aid in struc tions “w here necessary o r app ro
pria te .” T hose given here are “ If Swallow ed, Induce V om iting  Im 
m ediately. Call a P hysic ian .”

F or the in form ation of the physician in case of an a c c id e n t17 
the A ct requires the nam e of the hazardous ingredient. T h is label 
sta tes “ethylene glycol base” , ra th e r th an  “ contains ethylene glycol," 
to  m eet the requirem ents of s ta te  an tifreeze reg istra tion  sta tu tes.

T he Act nex t requires in struc tions for handling  and sto rage “of 
packages w hich require special care in handling  or sto rag e .” A n ti
freeze is com m only packed in containers w ithou t replaceable closures 
and experience has show n th a t people som etim es tran sfe r it to  bo ttles 
and sto re it for as long as a year. H ence the feeling th a t special care 
is needed. A nd hence the sta tem ent, “ Do N ot S tore in O pen or U n 
labeled C ontainers.”

T he A ct m akes m andatory  the s ta tem en t “keep ou t of reach of 
child ren” or its practical equivalent. H ence th is statem ent.

T he A ct also requires th a t the label bear the nam e and address of 
the m anufacturer, packer, producer or seller.

T he p a tte rn  of labeling now incorporated  in Section 2 (p ) of the 
A ct is derived directly  from  the chem ical labeling m anual first pu b 
lished six teen years ago by the M anufac tu ring  C hem ists’ A ssociation .18

Since the MCA m anual represen ts responsible indu stry  practice 
over a period of years, and since the s ta tu to ry  pa tte rn  of w arn ing  
labeling is so obviously derived from  it, there  is reason to  believe th a t 
the m anual will be useful and used in the in terp re ta tion  of Section

11 Both the Senate C om m ittee R eport 
and the H ouse C om m ittee R eport state 
th a t the purpose of requiring  the nam e 
of the ingredient con tribu ting  to  the 
hazard (o r of several ingredients if 
several of them  contribute) is to  p ro
vide the doctor w ith inform ation in 
case of an accident. See pages 1, 3 and
PAGE 628

7 of the Senate R eport. See pages 2 
and 4 of the H ouse Report.

“ “W arn ing  Labels. A Guide fo r the 
P repara tion  of W arn ing  Labels for 
H azardous Chem icals” (M anual L - l ;  
F ou rth  Revision: 1956), M anufacturing 
C hem ists’ A ssociation, Inc., W ash ing
ton, D. C.
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2 (p ). T he  m anual elaborates on the elem ents of a w an tin g  and gives 
reasons for them

R egard ing  the signal w ord it says, for ex am p le :
T his w ord is intended to draw  atten tion  to the presence of hazard  and to 

indicate the degree of severity. T he signal w ords recom m ended are, in order 
of dim inishing severity  of hazard :

D A N G E R , W A R N IN G , C A U T IO N .
D egree of severity  can be expressed only in relative term s “ D anger” is the 

stro ngest of the th ree w ords and should be used for those products p resenting  
the m ost serious hazards. “ C aution” is recom m ended for those com pounds 
p resen ting  the least serious hazards. “W arn in g ” is interm ediate between 
“ D anger” and “ C aution.”
T he general principles it enunciates have much to  do w ith  the selec
tion and w riting  of a sta tem en t of hazard. T hese principles include, 
am ong o th e r s :

All s tatem en ts  on w arn ing  labels should be brief, accurate, and expressed 
in sim ple easily understood term s.

O n labels for different products, uniform ity  in language tc indicate the same 
hazards and sam e degree of hazard  is m ost desirable in order to  gain g rea ter 
und erstanding  th rough  standard ization .
T hese tw o principles are basic. T he  sta tem en t of hazard  (and the 
precau tionary  labeling as a w hole) m ust be accurate and m ust fit the 
hazard  of the product. If so. they will enable the user and handler 
of the product to  differentiate its particu lar hazards from  those of 
p roducts w hich are less, or m ore hazardous. T he differen tia tion  is 
im p o rtan t to  the  prevention of in jury . Suppose all p roducts w hich it 
is reasonab ly  foreseeable m ay cause “su b stan tia l” skin irrita tion  in 
vary ing  degrees of severity  are labeled “Causes Skin I rr ita tio n .” A 
m an or w om an a fter exposure to four or five w hich barely  require a 
w arn ing  will ignore the w arn ing  on the  six th one w hich m ay cause 
an in capacita ting  reaction. S ta tem en ts of hazard w hich vary  w ith  the 
degree of hazard  are required. In th is case they  m ight be: “Causes 
Severe Skin I rr ita tio n ,” “Causes Skin Irr ita tio n ,” “M ay Cause Skin 
Irr ita tio n .” 19

10 S im ilarly w here it is reasonably 
foreseeable tha t liquid products will be 
ingested, the sta tem en ts  of hazard  will 
vary  along the lines indicated in the 
text. F o r exam ple, one can expect th a t 
if they  are all products containing a 
single chemical w hich is toxic by in
gestion, and if tha t chem ical is “highly 
toxic,” the applicable w arn ing  will vary 
according to  the percentage of that

chemical along the follow ing lines: 
Less than U percent— N o w arn ing; 
from  U  percent to V  percent— M ay be 
H arm fu l if Sw allowed; from  V  percent 
to  W  percent— H arm fu l if Sw allowed; 
from  W  percent to X percent— H a rm 
ful o r F ata l if Sw allowed; from  X p e r
cent to  Y  percent—F ata l if Sw allowed; 
from  Y percen t to Z percent (100 p e r
cen t)— P O IS O N . Fatal if Swallowed.
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T he clear corollary of the principle th a t the w arn ing  m ust be 
accurate and m ust vary  w ith the degree of hazard; is the principle th a t 
p roducts p resen ting  com parable hazards m ust bear com parable s ta te 
m ents of hazards. T hus, w here a group of hazardous products are 
kep t under the kitchen sink, in com parable containers, and are equally 
palatable and drinkable and lack em etic or o ther d istingu ish ing  quali
ties, so th a t the risk or chance of ingestion is com parable, those hav ing 
the sam e degree of toxicity  by ingestion will, ideally, bear the same 
sta tem en t of hazard since they carry  the sam e degree of risk  of the 
sam e degree of in ju ry .20

T he beau ty  of th is  Act is th a t it perm its and requires observance 
of these tw o principles. U nlike the trad itional labeling law s it does 
not require “poison" on all products which m av in jure, regardless of 
the degree of hazard. I t  requires an accurate s ta tem en t of the in
dividual hazard of each and. by the sam e token, it requires equivalent 
sta tem en ts of hazard  on p roducts which present equivalent hazards.21

R egard ing  p recau tionary  m easures, the m anual m akes one sugges
tion which differs from  the  requirem ents of the Act. T he sta tem en t is 
m ade—“A m inor hazard  m ay frequently  he covered clearly and briefly 
by an app ropria te  p recau tionary  sta tem en t alone." T his suggests, in 
effect, th a t instead of the s ta tem en t of hazard  “M ay be H arm ful if 
Sw allow ed." the label m ight say sim ply “Do N ot T ake In te rn a lly .” 
O r in lieu of “B reath ing  of V apors H arm fu l,” the label m ight su b sti
tu te  “Avoid B rea th ing  of V ap ors.” T he A ct does not envisage th is 
reliance upon an im plied s ta tem en t of hazard.

On the o ther hand, the m anual also po in ts ou t th a t the sta tem en t 
of hazard  som etim es clearly  im plies the p recau tionary  m easure. T he 
m anual suggests th a t it is seldom necessary to  follow the sta tem en t 
of hazard "F a ta l if Sw allow ed” w ith the adm onition “ Do X ot T ake 
In te rn a lly .” Section 2 ( p ) of the A ct seem s to  suggest th a t the 
S ecretarv  m av find th is sound doctrine.

20 Possible variations of statem ents
of relative hazard  are indicated in foot
note 20. T he stronger the statem ent, 
apparen tly  the m ore rarely  will it be 
used. Of approxim ately 400 com m on 
household and farm  formulations (other 
than insecticides, etc.) listed in Gleason, 
Gosselin and Hodge (book cited), about 
35 are rated  as “relatively non-toxic” 
by ingestion; about 100 as “slightly 
toxic” about 160 as “moderately toxic” ;

about 80 as “very toxic” ; and about 14 
o r 15 as “highly toxic.”

H ere again this A ct represents an 
im portant b reakthrough , when com 
pared with earlier statu tes. F or ex
ample, the Federal Caustic Poison Act 
required "poison” indiscrim inately on 
products containing from  5 percent to 
20 percent caustic (depending upon the 
particu lar chem ical) to 100 percent 
caustic. T his Act repeals it.
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As to first aid in structions, the m anual opens w ith  the m edically 
suggestive s ta tem en t (the italics are its own and apparently a doctor’s) :

T he purpose of a w arn ing  label is to prevent in jury  or dam age. H owever, 
instructions in case of contact or exposure m ay be included in those instances 
w here the results of contact or exposure are severe and im m ediate trea tm en t is 
highly desirable and w here sim ple rem edial m easures m ay be taken safely by 
nonprofessional persons before m edical assistance is available
T h is  m ay be of value in in te rp re tin g  the s ta tu to ry  rec u irem ent w hich 
reads: “ Instruc tion , w hen necessary or appropriate , for first aid tre a t
m en t.’’ T he  m anual includes the flat s ta te m e n t:

Because of serious and lasting  effects tha t m ay resu lt from  eye injuries, a 
recom m endation  to get m edical a tten tion  should accom pany any specific in s tru c
tions directed to trea tm en t of the eyes.

T he m anual includes full w arn ing  tex ts  for w ell over 150 individ
ual chem icals. I t  is im p ortan t to note they  are described as “ I llu s tra 
tive W arn in g  L abels for Indu stria l Chem icals.” I t  will frequently  be 
necessary to m odify th e ir w arn ing  w hen the sam e chem icals or p rod
ucts con tain ing them  in im portan t proportions are packaged for 
household use. T he hazards to  the  industrial w orker in the  p lan t and 
to the  child in the  household are different. F or exam ple, the MCA 
labels reflect the absence of the  hazard  of ingestion in the factory. 
T hey  concentrate  on the hazards of inhalation, of skin contact and of 
eye contact. In  the household, ingestion  by sm all children is a p rinci
pal hazard  and m ust be given equal and frequently  greater w eight.

On W hat Products Does the A ct Require the W ord P O IS O N f—As 
w e have ju s t seen, Section 2 (p) provides a pa tte rn  of w arn ing  labeling 
under w hich the s ta tem en t of hazard  will autom atically  be required  to 
fit the  hazard  of the particu lar p roduct and under w hich the supple
mentary statements and information required will be in balance with it.

I t  is thus apparen t th a t the general requ irem ents of Section 2(p) 
will provide effective warnings for substantially all hazardous products.

H ow ever, the A ct in te lligen tly  provides in Section 3 (b) th a t if 
the  S ecretary  finds th a t m ore is needed and useful on the container 
of “any p articu lar hazardous sub stance” he m ay by regulation  require 
m ore. I t  is difficult to  envisage any m ore th a t m ight be required, w ith 
one exception. T h a t exception is the  trad itio nal addition of the w ord 
“poison” on containers of h igh ly hazardous products, even w here they 
are only m oderately  toxic.

W hile, as we will see in a m om ent, the  A ct requires the word 
“ poison” on th e  containers of hazardous products w hich are “highly 
tox ic,” the  w ord has also long been used on a few products w hich a l
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though  not "h igh ly  toxic" p resen t special hazards and have actually  
caused num erous deaths. I t  m ay m ake sense to continue th a t practice 
under th is A ct for the tim e being w here a product is in fact high ly 
hazardous and is no t being labeled on a per se basis. I t  m ay or m ay 
not m ake sense, as tim e goes on and we see how effective the  Section 
2 (p ) pa tte rn  is, to  continue the practice. I t  is obvious th a t “ D anger. 
F a ta l if sw allow ed” carries a very  stron g  w arn ing  indeed. I t  m ay be 
m ore in telligen t to  reserve the w ord “poison” for “high ly toxic' 
p roducts which need to  be equated in the public m ind w ith  cyanides, 
arsenic com pounds and strychnine.

T he  A ct requires “poison” on containers of hazardous products 
w hich are “high ly tox ic.” T he term  “high ly to x ic” is defined for th is 
purpose in Section 2 (h ) . P harm acists  tell us th a t it is a transla tion , 
in m odern language, of the trad itional definition of a poison. I t is 
w ritten  in term s of the now fam iliar L D ij0, in term s of the gram s per 
kilogram  of body w eigh t th a t kill half of a group of tes t anim als. 
Specific dosages and concentrations are s ta ted  for ingestion , inhalation 
and skin absorption. If hum an data  are available w hich indicate what* 
the L D .l0 to hum ans is a t those dosages or concentrations, the hum an 
data take precedence. Section 2 (h )(2 )  reads:

If the S ecre tary  finds tha t available data on hum an experience w ith any 
substance indicate results different from  those obtained on anim als in the above 
nam ed dosages or concentrations, the hum an data shall take precedence.

T his rep resen ts  a residual bit of the per se doctrine. If a hazard 
ous substance is "h igh ly  to x ic” its  con tainer m ust be labeled “poison" 
regardless of the degree of hazard  presen ted  by the product as pack
aged, handled and used. (If. as packaged, it p resen ts no hazard, of 
course it requires no w arning .)

I t  is because of th is per se aspect of Section 2 (h ) th a t it is im 
p o rtan t th a t w hen a p roduct w hich is no t “high ly tox ic” p resen ts a 
special hazard  and requires “poison” labeling, the requirem ent be 
m ade under Section 3 (b ) w here the hazard  will be evaluated and not 
under Section 2 (h ) w here it will not be.

I t also seem s im p ortan t to  deal w ith  h igh ly hazardous products 
under Section 3 (b) from  the point of view  of good order. I t  would 
surely  be regre ttab le  to  say th a t Section 2 (h ) calls m ethanol “high lv 
toxic" when the lite ra tu re  classifies it as “m oderately  toxic.”

I t is clear th a t the language of Section 2 (h )(2 )  does no t require 
or perm it th is d istortion . T he section is couched in toxicological 
term s. T he “data on hum an experience” referred  to  are toxicological
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data. T he “resu lts different from  those on an im als“ which are to 
“take precedence" are resu lts “ in the above nam ed dosages or concen
tra tio n s .” T he com parison to  be m ade in determ in ing  w hether they 
are “d ifferen t” is a com parison of hum an toxicological data w ith 
anim al toxicological data. I t  is not a com parison of the num ber of 
accidents to  hum ans on the one hand, w ith  the LD-„ to  ra ts  on the 
other. T hese two figures p resen t no th ing  to  com pare no th ing  to find 
“d ifferen t” or sim ilar.

T he language of Section 2 (h )(2 )  is taken  alm ost verbatim  from  
the M anufactu ring  C hem ists' A ssociation M anual. I t  seem s apparen t 
th a t both the  m anual and Section 2 (h )(2 )  m ean:

If the S ecre tary  finds that available d a ta  on hum an experience w ith any 
substance indicate that the results obtained on humans would be different from  those 
obtained on animals if  they could be tested on humans in the above nam ed dosages 
or concentrations, the hum an data shall take precedence. (Ita lics added.)

In  sum m ary , the A ct p resen tly  requires “poison” on hazardous 
products w hich are “high ly toxic," w hich fall w ith in the cyanide, 
arsenic com pound, and strychnine ran g e ; and under Section 3 (b) the 
S ecretary  is em pow ered to  require it also on products which are 
high ly hazardous.

H ow  Docs the A ct Require that W arning Labeling be Displayed?— 
Section 2 (n ) requires th a t the w arn ing  be displayed on the im m e
diate c o n ta in e r : on any  outside container or w ra p p e r : and on all 
accom panying lite ra tu re  w here there are directions for use.

T he A ct specifies neither location nor type size nor color. As to 
location, the key w ord used is “prom inen tly .” As to  size of type, the 
key w ords are “conspicuous and legible.” As to  general conspicuous
ness and color, the key w ords are “ in con trast by typography , layout 
or color.”

T he exact language of Section 2 (p ), abbrev iated  for p resen t 
purposes, is :

T he term  “m isbranded package’’ m eans a hazardous substance in a container 
intended or suitable for household use, which fails to bear a label:

(1) which states conspicuously (signal w ord, sta tem ent of hazard, e tc .);
(2) on which any statem ents required are located prom inently  and are in 

the E nglish  language in conspicuous and legible type in contrast by typography , 
layout, or color with o ther prin ted  m atter on the label.

I t  is obvious th a t w h at is in tended is a rule of reason : th a t Con
gress recognized th a t given the infinite varie ty  of m odern packaging 
design and the extensive use of color and ty pography  and space to
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achieve it, w hat is p rom inent and conspicuous on one label will be 
concealed and unnoticeable on another.

I t would also seem reasonable to  conclude th a t C ongress felt 
th a t the display of the w arning , (as well as its w ord ing) should be 
com m ensurate w ith  and should vary  w ith the degree of the  hazard.

Again the A ct eschew s the rough and ready type size and color 
rules of the em ergency ad hoc s ta tu te s  of the past. Again it sets rea
sonable standards on w hich it is difficult to  generalize, bu t which 
present little  difficulty in specific cases. A rtis ts  and p rin ters  have 
no trouble in m aking the elem ents of a label p rom inent and con
spicuous. T he  business m an and law yer, w ith  a ju ry  in m ind, will 
have little  difficulty in ju dg ing  the label w hen they  look at it.

Any general rules are likely to mean overlabeling on many products, 
a conspicuousness and a prom inence out of all proportion  to the 
hazard, rem em bering the broad scope of the A ct; remembering the fact 
th a t th is is not a “flam m able" or “poison" law ; th a t m ost of the 
products it covers are of relatively  low tox ic ity ; th a t m ost of the 
w arn ings will read “M ay be H arm fu l if Sw allow ed’’ or “ M ay Cause 
Skin I rr ita t io n ” or “Pro longed or R epeated B rea th ing  of V apors M ay 
be H arm fu l.”

W hat Has Been O m itted?— 1. T he definition of “hazardous sub
stances" includes radioactive m aterials, under some circum stances ; 
excludes household fuels, under som e circum stances ; and excludes 
m aterials sub ject to  the A tom ic E nergy  Act.

2. T he definitions of “ toxic,” “corrosive." etc. w hich appear in 
Section 2 (g) th rough  (m ) of the A ct are either self-explanatorv or 
technical. I t w ould seem th a t any fu rth er definition of “toxic" in 
te rm s of an L I),|0 or otherw ise can serve only to lim it the scope of the 
A ct ; it cannot m odify the com m on law  definition of a hazardous sub
stance or create a per se rule.

3. T he supplem en tary  prohibitions, the penalty  and seizure and 
o ther enforcem ent provisions, the gu aran tee  provisions, the factory- 
inspection and record inspection provisions, the publicity  provisions 
and  the im port provisions, resem ble those in the F ederal Food, D rug, 
and Cosm etic Act. bu t have been modified in some respects to m eet 
particu lar aspects of th is Act.

In  Conclusion.—T his paper has pu t its em phasis on those prov i
sions of the  A ct which seem to be, a t once, of long term  general 
in terest and m ost under cu rren t discussion. I t  is a topical report on
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a s ta tu te  which is no t yet in effect, except as to  certain  relatively  
sim ple and clear m atters. I t  is necessarily  a report of one m an 's 
th ou gh ts  as of today.

I t  is a report >y an en thusiast. T h is s ta tu te  covers broadly and 
in telligently  m atte rs  w hich have been dealt w ith in t ie  past by piece
meal and rough and ready m easures. It provides a federal law which 
estab lishes a pa tte rn  for s ta te  legislation, m aking for un iform ity  in 
a field w here un iform ity  m akes sense. Above all. it pu ts its w eight 
on the individual consideration of the individual case. By its com m on 
law approach, its disregard  for per se rules, and its em phasis on the 
hazards of individual chem ical products as packaged, handled and 
sold, it perm its and requires an in telligent a ttack  on the evils which 
it seeks to  alleviate w ithout exag gera ting  or m inim izing them . It is 
p leasant to  jum p from  the 17th to  the 20th century . [T he E nd]

THE WONDERFUL WORLD OF CRYSTALS
M odern ‘w onder” drugs and chem icals photographed under the 

m icroscope— revealing pa tte rn s  and color that rival the im agination of 
today’s nonobjective a rtis ts—were placed on display on O ctober 16. at 
the K odak E xhib it C enter in G rand C entral Station. N ew  Y ork City.

T he sixty color pho tom icrographs com prising the exhibit are the 
w ork  of pho tograph er Jack  K ath . T he  subjects he “pain ts” w ith  his 
cam era are p rim arily  drugs and chemicals, including such research dis
coveries as cortisone and hydrocortisone, vitam in lb-, chlorothiazide, 
conservatively at 3500 m illion a year.” T he Congress was sponsored 
several sulfa d rag s  and m any others.

K ath  aids scientists in their research by pho tograph ing  com pounds 
at en largem ents up to 600 tim es. Ir. the course of this w ork K ath noted 
the unusual beauty  of the m agnified crystals. He began o experim ent 
by changing the position of the slide in the m icroscope and by in tro 
ducing polarized light to heighten color effects. T he photom icrographs 
on exhibit are magnified 120 times.

C rystals of these com pounds offer an infinite variety  of size, shape 
and character. In fact, it is v irtually  im possible to  duplicate the cry sta l
lization pa ttern  of a single com pound on two slides.

T he exhibit, entitled “T he W onderful W orld  of C rysta ls,” will con
tinue th rough  N ovem ber 5.

K ath, a g raduate  of T hom as Jefferson H igh School in E lizabeth,
N ew  Jersey, becam e in terested  in pho tography  in 1938. He has been 
w ork ing  with the photography  of drugs and chem icals since 1941, with 
the exception of four years he spent as a cam eram an in he A ir Force 
during  W orld  W ar II. H is departm en t has grow n into a staff of four, 
three pho tograph ers and one graphic artist. In addition to medical and 
scientific photography, this group prepares illustrative m aterial for scien
tific papers.

K ath  attended  R u tgers  U niversity , the School of M odern P ho 
tography  in New Y ork City and the New York Institute of Photography.
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WASHINGTON
A C T I O N  A N D  N E W S

In the Food and Drug Administration
First National Congress on Medical 

Quackery.—Eliminating medical quackery 
as a m ajor health problem  in the 
U nited S tates was the objective of the 
National C ongress on M edical Quackery 
which convened in W ash ington , O c to 
ber 6 and 7.

The meeting, under joint sponsorship 
of the A m erican M edical A ssociation 
and the Food and Drug Administration, 
discussed all phases of the quackery 
problem, which w ere broadly  defined 
to include m isinform ation and illegal 
practices of all kinds which are de tri
m ental to health.

Abraham Ribicoff, Secretary of Health, 
Education and W elfare, and Dr. Leonard 
W . Larson, M. D., P residen t of the 
Am erican M edical Association, spoke 
at the conference. C om m enting on the 
m eeting Secre tary  Ribicoff said, “ I t is 
highly appropriate  for organ ized m edi
cine and governm ent agencies to w ork 
together on this problem . Q uackery  is 
a m enace to  public health. I t  is a kind 
of crim inal activity that deserves close 
a tten tion .”

Jo in ing  Secretary  Ribicoff in the 
opening session was P ostm aste r G en
eral J. E dw ard  D ay who defined the 
w ork  of the P o s t Office D epartm en t 
in enforcing the postal laws against 
m ail frauds in the health field.

H erb ert J. M iller, A ssistan t A tto rney  
General in charge of the crim inal divi
sion, outlined the role of the D ep art
m ent of Justice in enforcing statu tes 
against quackery.

Paul R and Dixon, C hairm an of the 
Federal T rade Com m ission, discussed 
the problem  of quackery in advertising.

T he Food and D rug  A dm inistration  
was represented by Commissioner George 
P. L arrick, A ssistan t General Counsel 
W illiam  W . Goodrich, and Dr. W illiam  
H . Kessenich, D irector, B ureau of 
M edicine. D r. Kessenich presided over 
the afternoon session, O ctober 6, d u r
ing which representatives of m ajor 
p rivate organ izations discussed specific 
types of quackery and m eans of dealing 
w ith them . Speakers at tha t session 
included D r. L. H en ry  G arland, M. D., 
San Francisco, who represen ted  the 
Am erican C ancer Society; D r. R. W . 
L am ont-H avers, M. D., who is the 
medical director of the A rth ritis  and 
R heum atism  Foundation ; M iss M aye 
A. Russ, the Vice P residen t of the 
N ational B etter Business Bureau and 
O liver Field, director of the D ep art
m ent of Investiga tion  of the A m erican 
M edical Association.

Authorities on other fields of quackery 
spoke S atu rday  m orning, O ctober 7, in 
a program  m oderated  by Dr. L em ont- 
H avers. Q uackery  in the field of nu 
trition  w as discussed by D r. F redrick  
J. Stare, M. D., of the H arv ard  School 
of Pub lic  H ealth . S tate law  enforce
m ent against quackery was the subject 
of the speech by M ilton P. Duffy, Chief 
of the B ureau of Food and D rug  In 
spections, California D epartm en t of 
Public H ealth . A report from  the 
Federation of S tate M edical Boards 
was presented  by Dr. H aro ld  E. Jervcy, 
M. D., the im m ediate past president. 
Public education against quackery was 
discussed by Dr. M orris Fishbein, M. D., 
representing science writers and editors.
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N o w  R e a d y t h e  A l l  N e w

1962 U. S. MASTER TAX GUIDE
"America's Number One Tax Book"

R e f l e c t s  A l l  N e w  1 9 6 1  F e d e r a l  T a x  L a w  C h a n g e s  f r o m  Cover t o  Cover

Anyone who needs a handy desk or brief-case tax aid for quick, ready 
reference will welcom e this brand-new CCH publication.

Not only does the M A STER  T A X  G U ID E  explain the basic rules 
affecting business or personal income tax questions, it also protects you 
against overpayments and costly mistakes in year-end tax planning. Here 
you have clear-cut exam ples—based on typical tax situations—to illustrate 
the explanations. Moreover, the G U ID E  is eager to assist in the prepara
tion of 1961 income tax returns to be filed in 1962 and in handling everyday 
federal tax problems all through the months ahead.

Based on the Internal Revenue Code— as amended through 1961— 
Regulations, controlling Court and Tax Court decisions, the 1962 U. S. 
M A STER TA X  G U ID E  is a compact source of tax facts and figures im 
mediately useful in working out sound answers to tax problems.

Leading the field, the G U ID E  is the 
highly polished product of more than 
forty years’ experience in federal tax re
porting. Completely dependable, it’s pro
duced by the seasoned CCH editorial 
staff which makes CCH publications the 
standard for measurement.

As a convenient desk tool . . .  it can’t 
be beat. So don’t let tax “puzzlers” beat 
you, when you can have 464 pages of top- 
tlight tax help for only $3 a copy. Fill in 
and Mail the attached Order Card 
T O D A Y ! Yours will be one of the 
first-press copies— for that wanted “head 
start” on year-end tax planning.

H A R D  B O U N D  E D IT IO N
The 1962 U. S. M ASTER  
T A X  G U ID E  is also avail
able in a handsome, hard 
bound permanent edition. Con
tents are identical to the pa
per-covered edition, but hard 
bound (tw o color, gold- 
stamped covers) for perma
nent reference. Price, $8.50 
a copy.
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Card for Ordering 
Your Copies

1962 U. S. MASTER 
TAX GUIDE

CCH P R O D U C T S  C O M PA N Y  
4025 W . Peterson Ave., Chicago 46, 111.

P rom p tly  upon publication rush .................
copies of 1962 U. S. M A ST E R  T A X  G U ID E 
(2101) at prices quoted below, plus sm all 
charge for postage and packing. (W hen  re 
m ittance in full accom panies order, CCH 
pays postage and packing.)

1-4 copies $3.00 ea. 10-24 copies $2.40 ea.
5-9 copies $2.70 ea. 25-49 copies $2.00 ea.
□  Q uote prices on larger quantities w ith our 

im print
Also send . . copies of U. S. M A ST E R  

T A X  G U ID E  Hard Bound Edition at $8.50 
per copy.
□  R em ittance herew ith □  Send bill

S ig n a tu re  & T it le

F irm

A tte n tio n

S tr e e t  & N u m b e r
2101— 996

C ity , Z one & S ta te  ...............................................................
S u b scrib ers fo r  CCH’s S ta n d a rd  F e d e ra l T ax  R e
p o rts  a n d  C u rre n t L aw  H andyboolcs receive the  
p a p e r  bound editio n . T hey  sh o u ld  o rd e r o nly  fo r  
s x tra  copies.
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