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FoodDrug Cosmetic Law
-------------------------- ---------------------------------------------------------------

The Food Additives Amendment
of 1958

By KENNETH E. MULFORD
On April 27, 1962 Mr. Mulford Presented This Charles Wesley Dunn 
Lecture at Stanford University. This Lecture W as Part of a Symposium 
on Current Developments in the Food Law. Mr. Mulford Is Assist
ant to the Executive Vice President, Atlas Chemical Industries, Inc.

IT  IS  AVITH B O T H  P R ID E  A N D  H U M IL IT Y  th a t I appear 
today  to  p resen t the  S tanford  L aw  School Charles AVesley D unn 

lecture . . . proud to  have been so honored . . . and hum ble
w ith  th ou gh ts  and rem em brances of th a t d istingu ished  law yer and 
scholar. I t  w as m y g rea t privilege to  have know n and w orked w ith 
Mr. D unn, particu larly  on the troublesom e problem s which arose 
w hen the fram ew ork of the  Food A dditives A m endm ent of 1958, 
m y subject today, w as being developed.

T h is com plicated am endm ent, w eaving its w ay in and ou t of 
the various provisions of the  Federal Food, D rug  and Cosm etic A ct 
of 1938 and o ther am endm ents th e re to  m ay best be understood if tw o 
salient concepts are first established. These, in m y opinion, are the 
cornerstones of th e  am endm ent.

Licensing Type Law
T he  first involves the concept of the change of a  policing type law 

to a licensing type law. In  a policing type law  certain  acts or 
products are specified to  be illegal and the governm ental agency 
involved enforces the law  against v io lators by trad itio nal police 
powers. A licensing type law, by con trast, says th a t one cannot 
perform  the act or deal in the product unless he first ob tains perm is
sion from  the governm ent to do so.
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A proh ib ition  against reckless d riv ing  relies upon com pliance by 
m ost m em bers of the  public and the policing of violators. A prohib i
tion against d riv ing  w ith ou t a d riv er’s license m akes th e  act a viola
tion  of a licensing type law, regard less of the driv ing abilities of the  
violator.

L icensing  type provisions are no t s tran g ers  in food and d rug  law s 
of th is country . E v er since 1906 the  M eat Inspection  A ct has m ade 
it illegal to  ship m eat food products in in te rs ta te  com m erce unless 
inspected and passed by the  M eat Inspection  D ivision of the  D ep art
m ent of A g ricu ltu re , and th is irrespective of how  sound and w hole
som e the  m eat food product m igh t be. T he  new  drug  and coal ta r  
color provisions of the 1938 Food, D ru g  and Cosm etic A ct are o ther 
exam ples.

H ow ever, w ith  respect to  m ost food ingredients, w h e th er in ten 
tionally  added or resu ltin g  un in ten tionally  from  food processing, the  
burden  of p rov ing  unsu itab ility , as for exam ple harm fulness, w as on 
the  governm ent. T he  food could be sold to  the  public w hile the 
governm ent developed evidence to  susta in  th is  burden and while m ost 
food or food ingred ien t m anufactu rers extensively tested  th e ir  products 
for safe ty  before in troducing  them , the  possib ility  existed th a t som e 
unscrupu lous person m ight no t do so.

T he  Food A dditives A m endm ent changed this. U n d er the  new 
law  it is illegal, w ith  the  exception of certain  products know n to be 
safe for use and others sub ject to  transitio nal extension provisions, to 
use substances in or on food unless a  regula tion  is issued by  the Food 
and D ru g  A dm inistra tion  p erm ittin g  such use. T h is in broad term s 
is the  first cornerstone.

T he second cornerstone involves a scientific law  as w ell as the 
sub ject law  of hum an conduct. Sections 402 and 406 of the  1938 A ct 
provided th a t a food shall be deem ed to  be adu ltera ted  if it contains 
any added poisonous or deleterious substance unless the added sub
stance w as required , could no t be avoided by good m anufactu ring  
practice and w as perm itted  by regu lation  un der Section 406 lim iting  
the  q u an tity  used to  a safe am ount. Because it w as practically  
im possible to  estab lish  new  added substance to  be “requ ired” or 
“unavoidable” and fu rth e r by reason of the  fact th a t Section 406 
involved cum bersom e hearing  procedures, few, if any, regulations 
w ere issued un der Section 406.
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Delaney Committee
O n the o ther hand du ring  the first ten  or 12 years of the  1938 A ct 

m any new  ingred ien ts w ere added to  food w hich w ere perfectly  safe 
for th e ir  in tended  use. H ow ever, in about 1950 the  H ouse  of R ep re
sen ta tives form ed w h at w as know n as the  D elaney C om m ittee to 
investigate  chem icals in foods. T he  conflicting and h igh ly  technical 
n a tu re  of the  testim ony  a t these,1 as w ell as o ther hearings,2 left even 
the  m ore experienced food techno log ists in a s ta te  of confusion as to  
w h a t w as safe for use in foods.

As a resu lt, the  Food and D ru g  A dm in istra tion  in the  19!50’s began 
to  develop a very  s tr ic t in te rp re ta tio n  of the “added poisonous or 
added deleterious” substances provisions of Section 402. Substances 
w hich produced harm fu l effects in any species of anim al w hen fed 
in any am ounts w ere considered to  be poisonous or deleterious sub
stances, an in terp re ta tion , w hich, if enforced to  the  hilt, w ould have 
excluded such m ateria ls  as com m on tab le  salt. T h is becam e know n as 
the  “abso lu te safe ty” or “poisonous per se doctrine” and began effec
tively  to  p reven t the  addition of new  technologically  valuable prod
ucts to  foods even th ou gh  th ey  w ere perfectly  safe for the  in tended 
use. U nfo rtun ate ly , Sections 402 and 406 as th ey  existed a t th a t tim e, 
as well as th e ir  legislative h istory , gave considerable sup po rt to  th is 
construction  of th e  s ta tu te . I t  w as in te res tin g  to  note la te r  th a t the 
U nited  S ta tes Suprem e C ourt in Fleming v. Florida Fruit Exchange, 358
U. S. 153, upheld  a sim ilar in te rp re ta tio n  of the  w ord “harm less” in 
the coal ta r  color provisions of the Act.

In  any even t industry , governm ent and others realized the  need 
for a change in th is  unscientific concept. T h is  change is the  second 
cornerstone of the Food A dditives A m endm ent. W ith  the  exception 
of the controversial cancer clause w hich I shall discuss later, the  
criteria  of safe ty  of an ingred ien t is th a t it be safe un der th e  condi
tions of th e  in tended  use and no t under the  old criteria  of abso lu te 
safe ty  regard less of the  conditions of use.

In  sum m ary then, the  tw o basic cornerstones are, first, th a t before 
food additives as defined in the  A ct be in troduced in to  foods, the  Food 
and D ru g  A dm in istra tion  m ust reach a conclusion and by o rder

1 H e a r i n g s  b e f o r e  t h e  H o u s e  S e le c t  C o m m i t t e e  t o  I n v e s t i g a t e  C h e m ic a ls  in  
F o o d  P r o d u c t s ,  8 1 s t  C o n g .,  2 d  S e s s .  a n d  8 2 d  C o n g .,  1 s t a n d  2 d  S e s s .

2 H e a r i n g s  o n  D e f in i t io n s  a n d  S t a n d a r d s  o f  I d e n t i t y  f o r  B a k e r y  P r o d u c t s ,  
19 48-1949 .
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estab lish  a regulation  th a t the  ingred ien t m ay be safely used, and, 
secondly, th a t the  criteria  of safety, w ith  the  cancer clause exception, 
be safe ty  un der the  conditions of use.

W ith  these concepts in m ind, le t us consider the  Food A dditives 
A m endm ent and for th is  purpose apply  the  am endm ent to  a s ituation  
th a t took place about the  tim e C ongress am ended the  food law  last 
year to  allow  th e  S ecretary  of H ea lth , E ducation  and W elfare  to  
extend its  effective date un der certain  conditions.

An Interesting Situation
A producer of tex tile  size used on b inder th read  for filter cloth 

becam e concerned because he had ju s t learned th a t a use for his size 
m igh t be sub ject to  the  regu la to ry  provisions of the  law. I t  seems 
th a t  a  food producer, in checking his ingred ien ts for com pliance, 
tu rn ed  to  th e  task  of exam ining his p roduction  operations to  see 
w h e th er there  w ere any  incidental food additive problem s as, for 
exam ple, m inute am ounts of m ateria l th a t m igh t g e t in to  his food 
products from  equipm ent, packaging  m ateria ls  and the like.

Since th is  food m anu fac tu rer used filters in his production , he 
con tacted  the  filter cloth producer to  find ou t w h eth er the filter had 
clearance un der the  Food A dditives A m endm ent. T he  principal con
cern of the filter cloth m anu fac tu rer involved clearance of the fibers 
used in the  m ain section of the filter. H ow ever, he finally g o t around 
to  consideration  of a th read  w hich he purchased to  bind the  edges of 
th e  filter. W h en  the  in tricacies of th e  Food A dditives A m endm ent 
w ere explained to the  b inder th read  m anufacturer, he in tu rn  learned 
th a t he should ascerta in  the  s ta tu s  of his th read  sizing m ateria l and 
contacted  the  size m anufacturer. As a resu lt, som e tw o and one-half ; 
years a fte r the  passage of th a t am endm ent, th e  size m anu fac tu rer 
learned th a t th is  use for his size m ight be sub ject to  th e  law.

I chose th is exam ple because th e  application of the  am endm ent 
to  ind irect or incidental add itives such as the size is frequen tly  m ore 
com plex th an  in th e  case of ingred ien ts in ten tionally  added for func
tional purposes in the  food.

In  determ in ing  the  s ta tu s  of the  size m aterial, n a tu ra lly  the first 
th in g  to  do is to exam ine the  law  and regulations to  ascerta in  w hy 
the size is involved.

In  the  am endm ent we find th a t the  te rm  “food add itive” has a 
specific legal definition in Section 301 (s) , and th a t no t all p roducts
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g e ttin g  in to  food are additives un der th is definition. Ing red ien ts  th a t 
are  no t food additives are as follows :

(1 )  A  s u b s ta n c e  “ g e n e r a l ly  r e c o g n i z e d ,  a m o n g  e x p e r t s  q u a l i f ie d  b y  sc ie n tif ic  
t r a i n i n g  a n d  e x p e r ie n c e  t o  e v a lu a te  its  s a f e ty ,  a s  h a v i n g  b e e n  a d e q u a t e ly  s h o w n  
t h r o u g h  s c ie n t i f ic  p r o c e d u r e s  ( o r ,  in  t h e  c a s e  o f  s u b s ta n c e s  u s e d  in  f o o d  p r i o r  
t o  J a n u a r y  1, 1958, t h r o u g h  e i t h e r  s c ie n t i f ic  p r o c e d u r e s  o r  e x p e r ie n c e  b a s e d  
o n  c o m m o n  u s e  in  f o o d )  to  b e  s a f e  u n d e r  t h e  c o n d i t i o n s  o f  i t s  i n t e n d e d  u s e .” 
T h e s e  s u b s t a n c e s  a r e  g e n e r a l ly  r e f e r r e d  to  a s  G R A S .

( 2 )  P e s t i c i d e  c h e m ic a ls  in  o r  o n  a  r a w  a g r i c u l t u r a l  c o m m o d i ty .
(3 )  F o o d  c o lo r s .
(4 )  A n y  s u b s t a n c e  u s e d  in  a c c o r d a n c e  w i th  a  s a n c t io n  o r  a p p r o v a l  g r a n t e d  

p r i o r  t o  S e p t e m b e r  6, 1958 p u r s u a n t  to  t h e  F o o d ,  D r u g  a n d  C o s m e t ic  A c t  o r  
t h e  P o u l t r y  o r  M e a t  I n s p e c t i o n  A c t .

Food colors and pesticides are covered by o ther sections of the 
law , and, in exam ining these exclusions from  the  food additive defini
tion , le t us assum e th a t the size is ne ither a pesticide nor a color. 
W ith  these exem ptions disposed of, the  nex t question i s : “Does th is 
use for the  size have a governm ental p rio r sanction or approval 
g ran ted  p rio r to  S eptem ber 6, 1958, the fourth  exclusion m entioned 
above ?”

If so, and the  p rio r sanction or approval included consideration 
of the safe ty  of the use, th is  sizing use is perm issible w ith o u t fu rth er 
consideration . H ow ever, let us assum e th a t ne ith er F D A  nor any 
of the in d u stry  people involved knew  of any  such prior sanction and 
th a t none existed.

Determining GRAS Exemption
C onsideration should then  be given as to  w hether th is use is 

exem pt as being generally  recognized as safe. If, for exam ple, the 
size consisted solely of a w ell-recognized food ingred ien t such as 
glycerine, it quite likely w ould qualify for GRAS s ta tu s  and hence be 
exem pt.

In  th is connection, it is to  be no ted  th a t  in du stry  m ay reach its 
ow n conclusion as to  w h eth er or not a use for a m aterial is GRAS. 
T he  F lav or E x tra c t M an ufac tu rers’ A ssociation established a scientific 
panel for th is  purpose and  m any food additive problem s m igh t be 
elim inated if th is procedure w as pursued m ore frequently .

H ow ever, an independent GRAS determ ination  has its problem s. 
If F D A  disagrees w ith  the conclusion reached, it m ay prosecu te to  
ob ta in  a judicial determ ination . Secondly, in te rp re ta tion s of the 
m eaning of the  clause differ. F D A  views the clause as requ iring  a 
general know ledge and  concensus by  com petent scientific opinion
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of the  safe ty  of the  use. O thers  em phasize the  w ord “its ” in the  GRAS 
definition and contend th a t of all experts, only those  w ho have studied 
the particu lar ingred ien t are in the group  w ho m ust recognize its 
safety in o rder to  qualify the m aterial for the exem ption.3

L astly , there  is probably no w ay to  force the Secretary  to  e ither 
agree or disagree w ith  such an independent finding. In  one unreported  
decision 4 on a declaratory  ju dg m en t action  b rou gh t against the  gov
ernm ent, the  court refused to  m ake a G R A S finding and indicated 
th a t the proper procedure w as to  file a food additive petition  calling 
upon the  D ep artm en t to  m ake a decision w hen it acted on the petition , 
a ra th e r un satisfacto ry  resu lt for one try in g  to  estab lish  exem ption 
from  the petition  procedure.

R esum ing our exam ple, if w e assum e th a t the size w as no t GRAS, 
th is disposes of the  last possibility  of exem ption and we then  consider 
the positive definition of a food additive, w hich reads in p a rt as 
fo llo w s: “T he term  food additive m eans any  substance, the in tended 
use of w hich resu lts  or m ay reasonab ly  be expected to  resu lt, d irectly  
or ind irectly  in its becom ing a com ponent or o therw ise affecting the  
characteristics of any  food.”

C onsequently , it is necessary to determ ine w hether the  use of the 
filter resu lts  or m ay reasonably  be expected to  resu lt in the  size 
becom ing a com ponent or o therw ise affecting the  charac teristics of 
the  food passing  th ro ug h  the filter. O bviously, in m aking  th is d e te r
m ination  the  size m anufactu rer needs th e  cooperation of the  food 
m anu fac tu re r because the  la tte r  controls the operation.

In  the  event th a t the use of the  filter is such th a t the  food never 
con tacts th e  b inder th read , it w ould appear to  be fairly  obvious th a t 
the  size is no t a food additive because it w ould never g e t in to  the  
food or affect its  characteristics.

O n the  o ther hand, if the  b inder th read  does con tact the  food, 
it  will be necessary to  determ ine w hether or no t any of the  size is 
leached ou t in to  the food. In  m y opinion, if the  use does no t resu lt 
in th e  size becom ing a com ponent of the food and the  size does no t 
affect th e  charac teristics of th e  food, it is no t a food additive and  the  
investiga tion  m ay end.

3 C o m p a r e  “ S a fe  F o o d  A d d i t iv e s  a n d  A d d i t iv e s  G e n e r a l ly  R e c o g n iz e d  a s  
S a fe — T h e r e  is  a  D i f f e r e n c e ” , W i l l i a m  W .  G o o d r ic h ,  IS  F ood D rug  C o s m e t ic  
L a w  J o u r n a l  624, w i th  “T h e  G R A S  C la u s e  o f  th e  F o o d  A d d it iv e s  A m e n d m e n t , ”  
J o s e p h  D .  B e c k e r ,  IS  F ood D rug  C o s m e t ic  L a w  J o u r n a l  444.

‘ G o o d r ic h ,  c i t e d  a t  f o o tn o te  3, a t  p . 629.
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A gain, for practical purposes, it m ay be th a t the m anufac tu rer 
desires F D A  concurrence in the conclusion th a t the  m aterial is not 
a food additive. F D A  will p robably  not give such concurrence on the  
g round  th a t if there  w as enough reason to  run  ex traction  studies, it 
m ay be concluded th a t it w ould be “reasonable to expect” th a t the 
substance involved w ould becom e a p a rt of the  food. F D A  suggests 
instead  th a t a petition  for a  regulation  be filed.

A ctually , th is  policy w as developed after F D A  had given le tte rs  
of concurrence and firms receiving them  had used the le tte rs  for 
sales purposes to  the d isadvantage of com peting com panies, w ith ou t 
le tte rs .5

In  m y opinion, how ever, anyone is entitled  to m ake tests  in order 
to  have positive proof in his own hands th a t the  m aterial does no t 
leach out, and, if it ne ither becom es a com ponent nor affects the 
characteristics of the food, to conclude th a t it is no t a food additive.

H ow ever, let us assum e th a t the use of the filter is such th a t som e 
of the size m igrates in to the food. Since, in accordance w ith  our 
previous assum ptions, it is no t sub ject to the GRAS provision or any 
of the  o ther exem ptions, it then  m ust be classified as a food additive, 
the use of w hich is illegal unless it conform s w ith  a regulation  issued 
by the Food and D rug  A dm in istra tion  prescrib ing  the conditions 
under w hich it m ay be safely used or unless it is sub ject to an FD A  
extension of tim e for ob ta in ing  such a regulation.

Basic Information for Petition
A ny person m ay file a petition  proposing the issuance of such 

a regulation . U n der Section 409(b) these petitions are required  to 
include five types of basic inform ation.

T he first is a full descrip tion of the  chem ical id en tity  and com posi
tion  of the additive. T h is m ay be a very  substan tia l portion  of the 
petition  involving such m atte rs  as specifications, uniform ity , repro
ducibility , stab ility , degradation  residues, and so forth.

T he  second is a descrip tion of the conditions of the proposed use, 
includ ing  recom m endations for the  use and specim ens of proposed 
labeling.

5 “ F o o d  A d d i t iv e s  a n d  R e g u la t i o n s , ” p r e s e n t e d  b y  J o h n  L . H a r v e y ,  D e p u t y  
C o m m is s io n e r ,  F o o d  a n d  D r u g  A d m i n i s t r a t i o n ,  a t  t h e  F o o d  I n d u s t r y  S c ie n c e  
S c h o o l,  R u tg e r s  U n i v e r s i t y ,  J a n u a r y  18, 1962.
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T hird , data  m ust be supplied on the technological usefulness of 
the m aterial and th e  qu an tity  of the m ateria l required  to  produce the 
effect.

F o u rth , a p racticable m ethod m ust be offered for determ in ing  
the q u an tity  of the additive in or on food including any substance 
form ed in the food because of its use. G enerally F D A  requires 
validation  da ta  estab lish ing  the operab ility  and accuracy of the 
m ethod.

L ast, bu t not least, full reports  of investigations m ade to  de ter
m ine the safety of th is use for the additive m ust be included.

I t  can be seen th a t the  developm ent of in form ation for a petition  
is quite a form idable task. H ow ever, w ith  respect to  m any additives 
in use a t the  tim e the am endm ent w as enacted, a g rea t deal of the 
da ta  required  in the  petitions w as available in som e form  w ith  the 
exception of the  analy tical m ethods. C onsequently, the developm ent 
of these analy tical m ethods for old additives has been one of the 
m ore difficult problem s under the  new law.

If  the additive is a d irect food additive, as d istingu ished from  the 
incidental size additive referred  to  above, the analy tical m ethod m ust 
be applicable to  the  food in the  presence of all ingred ien ts th a t m ight 
be in the food. G enerally, it is desirable th a t  its accuracy be w ith in 
p lus or m inus 10 per cent. F req uen tly  a qu an tita tive  m ethod m eeting 
these requirem en ts for an additive in one food w ill no t be sa tisfacto ry  
for the  sam e additive in ano th er food w ith  the  resu lt th a t a second 
m ethod m ust be developed.

In  th e  case of incidental additives, such as the size, it is custo
m ary to  determ ine ex trac tab ility  in  solvents s im ulating  the food, as, 
for exam ple, w a te r for aqueous foods and e thyl alcohol for alcoholic 
beverages. H ow ever, in the  case of solvents such as hep tane w hich 
m ay be em ployed to  sim ulate fa tty  foods, som e correlation  is desired 
by F D A  betw een the  actual ex trac tab ility  in fats and oils and the 
ex trac tab ility  in the  sim ulating  solvent.

Conditions for Issuing Regulation
A fter the  S ecretary  receives the foregoing types of inform ation 

in th e  form  of a petition , Section 409 specifies th a t the Secretary  m ay 
no t issue a regula tion  if a fair evaluation  of the  d a ta  in the petition 
e ither fails to  estab lish  or establishes certain  th ings.

In  the  first place, he m ay no t issue the  regula tion  if the safety 
da ta  fails to  estab lish  th a t the  proposed use will be safe.
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Second, no food additive shall be perm itted  under any circum 
stances if i t  induces cancer w hen ingested  by m an or anim al.

T hird , no regula tion  m ay be issued if the  proposed use w ould 
prom ote deception of the  consum er.

F o u rth , the  regulation  shall no t perm it the  use of the additive a t a 
h igher level th an  th a t found to be reasonab ly  required  to  accom plish 
the  technological effect for w hich the  additive is intended.

F ifth , the  S ecretary  shall no t issue a regulation  if he finds th a t 
the  additive does no t accom plish the  technological effect claim ed 
for it.

L astly , th e  S ecre tary  m ust take in to  consideration  the  cum ulative 
effect of the  additive in all food uses for w hich it m ay be approved. 
T hus, it is possible th a t the perm issib le safe to lerance for a food add i
tive w ould have a lready been used up by p rio r perm itted  uses so th a t 
a  new  add itional use could no t be perm itted .

Controversial Cancer Clause
No discussion of the Food A dditives A m endm ent w ould be com 

plete without reference to the cancer clause proviso of Section 409(c) (3). 
W hile  the  1958 food law  sough t to  replace the  concept of absolute 
safety, the  cancer clause has been in terp re ted  by F D A  as proh ib iting  
the  use of any substance if i t  induces cancer w hen ingested  in any 
q u an tity  and in any m anner. T hus, in th is area, the  old concept of 
abso lu te safe ty  w as retained.

I t  is probably  in p a rt because of certain  com plexities spelled out 
la te r  th a t C ongress re ta ined  the  cancer clause in the Food A dditives 
A m endm ent as w ell as in the  subsequent Color A dditive A m endm ents. 
I t  did so even th ou gh  such responsible scientific groups as the  Food 
P ro tec tion  C om m ittee of the N ational R esearch Council, and the 
Scientific A dvisory  C om m ittee to  P residen t E isenhow er headed by 
D r. K istiakow sky, have cited and discussed substances w hich can be 
used safely b u t are banned by the am endm ent under F D A  in te rp re ta 
tion. Also, the  Food and N u tritio n  Council of the  A m erican M edical 
A ssociation has recom m ended th a t the cancer clause be repealed or 
revised.

T he  basic scientific problem s created  are these. In  the  first place, 
w henever th e  am endm ent is discussed, it  is generally  referred  to  as a 
ban on carcinogens, y e t the  cancer clause m akes no m ention  of 
carcinogens.
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Second, there  is a h igh ly vocal and eloquent m inority  of scientific 
opinion to  the effect th a t there  is no sam e to lerance for a carcinogen.

Some of the  o ther com plexities are best illu stra ted  by m aterials 
used in anim al feeds o r d rugs w hich m ay be suspected of hav ing 
cancer inducing properties w hen consum ed in large am ounts over 
long periods of tim e. T he law  governs anim al feed as well as hum an 
food. T h u s a m ateria l incorporated  in anim al feed m ay be banned 
un der the  food law.

B ut now  we m ay find ourselves involved no t only in com plexi
ties b u t inconsistencies as well. T ake the  case of stilbestro l, w hich 
can be m ade to  cause cancer in som e anim als under very  special con
ditions involving a high spontaneous suscep tib ility  of the anim al to 
cancer. T he  cu rren t situation  is th is :

(1) S tilbestro l is being used for cattle  feed under new  d ru g  appli
cations w hich becam e effective before enactm ent of the Food Additives 
A m endm ent. Since the am endm ent exem pts any substance used in 
accordance w ith  a p rio r approval or sanction from  the definition of an 
additive, stilbestro l is no t technically  an  additive in th is use. A ny 
revocation of a new d rug  application w ould require the  governm ent to 
prove the  substance w as unsafe. T h is  the governm ent has no t 
a ttem p ted  in the  case of cattle, since it is satisfied there  is no residue 
in cattle  un der the analytical m ethods cu rren tly  used, w hich go down 
to tw o p arts  per billion.

(2) In  th e  case of new  d ru g  applications filed a fte r the  am end
m ent, how ever, stilbestro l in feed w ould also be a food additive— 
since th ere  w ould be no p rio r sanction— and F D A  has no t perm itted  
additional new  d ru g  applications to  becom e effective. T h u s a sub
stance perm issib le for use by some un der p rio r sanction is barred  to 
others.

Modification for Feed Additives Considered
F o r the  p a s t several years, F D A  has indicated  th a t it w ould sup

po rt m odification of the  cancer clause to  allow  additions to  feed, even 
if th ey  are believed capable of p roducing  cancer, if th ey  leave no 
residue e ither in the anim al a fte r slau gh ter or in any  food product 
ob tained from  a liv ing anim al. As a condition for m odification, it is 
believed th a t F D A  w ould w an t to  sub stan tia lly  broaden the  ex isting  
grounds for suspend ing  an effective N ew  D ru g  A pplication thus 
indirectly  affecting the  Food A dditives A m endm ent by m aking  it 
easier to revoke certa in  p rio r sanctions.
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E ven if the  cancer clause is so modified, th is w ould offer only a 
partia l solution. T h ere  is, for instance, the  in te res tin g  question of 
w h a t is zero. In  o th e r w ords, if by yeste rd ay ’s best analy tical p ro 
cedures, no residues w ere found in the  anim al tissues, the use is per
m issible as an anim al drug. O n th e  o ther hand, if new  im proved 
analy tical m ethods are developed tom orrow  and these  de tec t trace  
residues, the  m eat food p rod uct w hich w as legal yesterday  becom es 
illegal tom orrow .

In  view  of th e  board  coverage of th e  Food A ddtives A m endm ent 
— F D A  estim ates th ere  are nearly  4,000 d irect and ind irect add itives— 
and of the tim e-consum ing research required  to e ither sup po rt peti
tions o r determ ine if the  law  really  applies, it is no t su rp ris in g  th a t 
in du stry  and governm ent supported  legislation to  extend the  effec
tive date.

Extensions Granted
In  the  orig inal food law — and th is w as no t changed— the effective 

date for all uses for p roducts com m encing a fte r Jan u ary  1, 1958 w as 
M arch 5, 1959. In  the  case of p roducts used before 1958, how ever, 
th e  S ecretary  w as given the  rig h t to  g ran t extensions un til M arch 5, 
1961, if he found no  undue risk  to  public health  w as involved. As 
th is date approached, it becam e apparen t th a t only a com paratively 
few  regulations could be com pleted.

As a resu lt, C ongress passed an am endm ent prov id ing  th a t if an 
extension had been g ran ted  o r requested  before M arch 5, 1961, the 
Secretary  could g ran t a fu rth e r extension un til Jun e  30, 1964. In  
g ran tin g  a fu rth e r extension, th e  S ecretary  m ust no t only find th a t 
there  is no undue risk  to  health  b u t th a t bona fide action to  determ ine 
the  applicability  of the  law  or to  develop the required  scientific data  
had been undertaken  before M arch 6, 1960, and th a t efforts w ere being 
pursued with diligence. T he  general practice has been to  require 
filing of p rog ress reports  every six m on ths to  keep extensions alive.

T here  are tw o fu rth e r ra th e r  in te restin g  legal questions on w hich 
I should like to  com m ent briefly.

If we re tu rn  for a m om ent to  th e  definition of food additive in 
Section 201 (s) we find th a t it includes item s such as sources of rad ia
tion for the  trea tm en t of food, food packages, and the like, th a t in 
them selves are clearly  n o t sub ject to the  basic definition of “food” 
in section 201 (f) w hich reads :

T h e  t e r m  “ f o o d ”  m e a n s :  ( 1 )  A r t i c l e s  u s e d  f o r  f o o d  o r  d r i n k  f o r  m a n  o r
o t h e r  a n im a ls ,  ( 2 )  C h e w in g  g u m ,  a n d  (3 )  A r t i c l e s  u s e d  f o r  c o m p o n e n t s  o f  a n y  
s u c h  a r t i c l e .
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Since the proh ib ited  acts of Section 301 and the  in junction, 
crim inal and seizure provisions of Sections 302 to  304 all have to  do 
w ith  the in troduction  in to  or receip t in in te rs ta te  com m erce of “food” 
and the  factory  inspection prov isions of Section 704 have to  do w ith  
estab lishm ents in w hich “food” is m anufactured , it w ould appear th a t 
there  are no proh ib ited  acts regard in g  food additives per se so long 
as they  are n o t “food” w ith in  the  definition of Section 201(f). Further, 
th e  inspection pow ers w ould no t app ear to  apply  to  factories w hich 
are only p roducing  such nonfood additives. John  K uniholm  in his 
in te restin g  article  “A re E m p ty  C ontainers F ood?”, 15 F ood D rug 
C osm etic  L aw  J o u r n a l , 637, raises the  in te restin g  possib ility  of 
enforcem ent action against a con tainer m anufacturer, for exam ple, on 
the  g round  th a t he w as “causing” the  food to  be adu ltera ted . H e notes 
in th is  connection th a t the  first s ta tem en t of the proh ib ited  acts 
Section 301 is th a t “T he follow ing acts and the causing thereof are 
hereby  prohib ited

E ven  on th is theory , how ever, som e elem ent of in ten t w ould 
appear to  be necessary, w hich is no t th e  case w here the  food itself is 
in violation.

Appeals From Food Additive Orders
T he  second com m ent has to  do w ith  appeals from  food additive 

orders. T he procedures under Section 409 of the Food A dditives 
A m endm ent are sim ilar to  the  procedures of Section 701 for o ther 
food and d rug  regulations. A fter a p re lim inary  publication of the 
proposal, th e  S ecretary  reaches a conclusion and publishes the  regula
tion  in the  Federal Register. P erso ns adversely  affected have 30 days 
to  file ob jections s ta tin g  reasonable g rounds therefo r and to  request 
a public hearing. If  the  objections and reasons are pertinen t, a hearing 
is held a fte r w hich the  S ecre tary  issues a final o rder and persons 
adversely  affected can ob tain  judicial review  in th e  U n ited  S ta tes 
C ourt of A ppeals in w hich the  person resides. In  th e  case of the Food 
A dditives A m endm ent the C ourt of A ppeals for the  D istric t of Colum 
bia also has ju risd iction .

H ow ever, un der Section 701 the  findings of fact by the  S ecretary  
following th e  h earin g  need only be supported  by “substan tia l evidence” 
and, if so supported , are conclusive on appeal. Section 70 1(f)(3 ).

In  the  case of the  Food A dditives A m endm ent, the findings of 
the Secretary  follow ing the  hearing  shall be based on “a fair evalua
tion  of the entire  record” a t the  hearin g  and the  court is to  sustain
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the  finding's “ if based upon a fa ir evaluation of the  entire  record .” 
Section 4 0 9 (f)(2 ) and 4 0 9 (g )(2 ).

T he  view  has been expressed th a t th is  change in language is no t 
substan tive. I disagree.

As s ta ted  by th e  Senate C om m ittee on L ab o r and P ublic  W elfare  
in repo rting  th is  bill to  the  S e n a te :

Y o u r  c o m m i t t e e  a g r e e s  w i th  t h e  H o u s e  ( o f  R e p r e s e n t a t i v e s )  t h a t  t h e  S e c 
r e t a r y ’s f in d in g s  s h o u ld  n o t  b e  b a s e d  o n  i s o la te d  e v id e n c e  in  t h e  r e c o r d ,  w h ic h  
e v id e n c e  in  i t s e l f  m a y  b e  c o n s i d e r e d  s u b s t a n t i a l  w i th o u t  t a k i n g  a c c o u n t  o f  
c o n t r a d i c t o r y  e v id e n c e  o f  p o s s ib ly  e q u a l  o r  e v e n  g r e a t e r  s u b s ta n c e .

E ven so, there  w ill be few appeals in w hich the  cou rt fails to  
susta in  the  S ecre ta ry ’s findings on m atte rs  of public health .

Conclusion
In  concluding, I should like to  sug gest th a t the  food and associ

a ted  industries are being overregu lated  in fields w here no t even a 
rem ote possib ility  of hazard  to  public health  has existed in fact. On 
the  o ther hand the  details of th e  com position and production  of pack
aging, can lin ing  and o th e r like m ateria ls are now  know n to  F D A  and 
th e ir  approval by  th is governm ental agency should alleviate public 
fears abou t the  unknow n.

U nfo rtunate ly , po litically profitable innuendos rem ain, as for 
exam ple, the  alleged need for re ten tion  of th e  cancer clause. If scien
tis ts  in governm ent, in du stry  and elsew here d iligently  pursue a course 
of developm ent and d istribu tion  of facts regard in g  such m atters , the 
la tte r  will becom e u n a ttrac tiv e  political issues and w e can all concen
tra te  on the  developm ent of the  n a tio n ’s food supply under sound 
adm inistra tion  and enforcem ent of the  Food A dditives A m endm ent 
of 1958. [T he  E nd]
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Uniformity in Federal-State 
Food Regulations

By WILLIAM W. GOODRICH

The Author Is Assistant General Counsel for Food and Drugs,
United States Department of Health, Education and Welfare.
He Presented This Talk at a Symposium on Food and Drug 
Law at Stanford University Law School on April 27, 1962.

IT  IS  A G R E A T  P R IV IL E G E  to be here in C alifornia on th is im 
p o rtan t program . T h an k  you for inv iting  me.
M y inv ita tion  called for a discusión of federal preem ption in the 

field of food standards. W ith  such a subject, a W ash in g to n  v isito r to  
California m ight well be greeted  w ith  som eth ing  less than  enthusiasm .

W e th o u g h t th a t it w ould be m uch m ore constructive to explore 
the  w ays and m eans of achieving un iform ity  in federal-state  regu la
tions, so th a t the  perp lex ing  problem  of pre-em ption need no t arise. 
P ro fesso r B ax ter w as good enough to  accept th is  m odification.

28 States Have Modern Laws
E very  step to w ard  uniform  regulations m ust, cf course, s ta r t w ith  

the  law s un der w hich federal and sta te  au tho rities function. I t  is a 
d is tressing  fact th a t in reg u la tin g  national com m erce in so basic a 
com m odity as the  food we eat, only 28 of the 50 sta tes have m odernized 
th e ir  food and d rug  law s to  catch up w ith  the 1938 F ederal Food, D rug  
and  Cosm etic A ct. T w en ty -tw o  sta tes  are still using  the regu la to ry  
schem e of the 1906 F ederal Act, drawn for the problems of Dr. W iley’s 
tim es, b u t now hopelessly ou tdated . A nd as near as we can tell from  
ou r records, only five sta tes  have new  law s to  deal w ith  the g rea t p rob
lem s -of the  1960’s— food additives, pesticide chem icals, and color 
additives.

I t  is in th is legal se ttin g  th a t we m ust m ove to avoid B alkaniza
tion of our food controls.
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Food stan dards becam e a p a rt of the  federal act in 1930, w ith  
the enactm ent of the M cN ary-M apes A m endm ent. S tandards of 
quality, condition, and fill of container for canned foods were authorized.

T he extension of th is au tho rity  w as one of the m ain features of the 
1938 revision. S tandards of identity , quality , and fill of con ta iner for 
substantially all foods were authorized, if in the judgment of the Secre
ta ry  such action w ould prom ote honesty  and fair dealing in the in te rest 
of consum ers.

T he five year legislative record of th is basic revision in the n a tio n ’s 
food and drug  law s abounds w ith  discussion— and controversy '—over 
th is  regu la to ry  authority .

Legislation Necessary
T he need w as no t d isp u te d ; indeed, it w as m ade quite clear th a t 

m any consum er abuses could not be controlled w ith ou t the  au tho rity .
“B red-S pred”, a fru it preserve deficient in fru it, could no t be re 

garded as adu lte ra ted  jam , unless there w ere first a  s tan dard  for com 
parison. I t  was not a p roduct of concealed in ferio rity  unless it could 
law fully be com pared w ith  standard  jam . T he real effectiveness of the 
econom ic adu ltera tion  provisions of the new law depended largely  on 
adequate  adm in istra tive  au th o rity  to estab lish  standards.

A nd the Congress responded to  the need.
T he principal con troversy  over th is phase of the  legislation cen

tered  on its  procedural aspects. S tandards had to  be prom ulgated  
th ro ug h  the m ost form al of procedures. N otice and public hearing, 
findings on the record, and judicial review  in the courts of appeals 
w ere provided.

Quaker Oats Controversy
S hortly  a fte r enactm ent of th is  law, a con troversy  arose which 

w as to  shape the course of the future. T he Q uaker O ats Com pany 
challenged the  D ep artm en t’s righ t to  specify w h a t ingredients should 
be allow ed in a standardized food, w h at ingredients m igh t be p ro 
hibited, w h eth er the levels of use of ingred ien ts could be prescribed, 
and how the optional ingred ien ts could be controlled and declared.

T he  D ep artm en t ruled th a t enriched flour should consist of flour 
w ith  four required  n u trien t add itives and tw o optional nu trien ts. No 
added nu trien ts  a t all w ere perm itted  in plain flour. T he sam e p a tte rn  
w as followed for farina and enriched farina.
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Q u aker had long been m ark etin g  farina w ith  added V itam in  D, 
bu t w ith o u t the  new ly required  nu trien ts. I t  a rgued  th a t the  law  did 
no t authorize  the exclusion of any w holesom e ingredient, so long as 
it w as plain ly declared on the  label.

T he Suprem e C ourt rejected  the a rgum en t and sustained the 
standard . T he D ep artm en t’s rig h t to  m ake m eaningful standards of 
id en tity  w as th us firm ly established.

Consumer Protection Guaranteed
Since the very  purpose of stan dards of id en tity  is to  p ro tect the 

consum er by g u aran tee ing  the in teg rity  of the standardized food, de
v iations w ere lim ited to  the perm itted  optional ingredients. T he  C ourt 
recognized th a t w ith  m odern food fabrication—particu larly  foods 
fabricated  to  con tribu te  im p ortan t n u tr ien ts  to  the A m erican d ie tary— 
the consum er w as no t equipped to  evaluate the m erits of the  food on 
the basis of labeling in form ation alone. T he D ep artm en t’s expertise 
could properly  be called in to  play to  assure the public of a ra tional 
selection, am ong a varie ty  of v itam in-m ineral enriched foods super
ficially sim ulating  one another.

L a te r  cases, follow ing th is lead, sustained the au th o rity  to  exclude 
ingredients w hen th e ir safety for use had not been adequately  estab 
lished. H onesty  and fa ir dealing could not be served by perm ittin g  
any ingred ien t of uncerta in  safety.

B u t all these cases m ake it clear th a t the regu la to ry  schem e has 
the needed flexibility. W hen  specific and detailed standards are ap 
prop ria te  for consum er benefit, they  m ay be adopted. W hen  flexibility 
is the  key to  consum er in terest, the s tan dard  m ay be flexible.

T he excess form alism  w hich a ttend ed  the  early s tan dard  m aking 
led to p ro trac ted  proceedings and volum inous records. T h is w as sup
plan ted  in 1954 by sim plified procedures. R ule-m aking now  begins 
w ith  notice of proposed ru le-m aking and inv ita tion  of w ritten  com 
m ents ; procedures w hich are quite inform al. T he o rder w hich 
em erges is sub ject to  objections by persons adversely  affected, and if 
reasonable grounds can be stated , the  form al proceeding is begun. 
I t  is reversed for the areas of con troversy  th a t cannot be resolved by 
inform al m eans.

T h is  sim plifying am endm ent had one up se tting  feature, in te rm s 
of un iform ity  in federal and s ta te  standards, w hen it au thorized  any 
in terested  person to  in itia te  the ru le-m aking process. P rev iously , only 
the D ep artm en t on its  own in itiative, or on the request of a substan tia l
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segm ent of the  affected industry , could b rin g  the adm in istra tive  
process in to action. T he resu lt is th a t the D ep artm ent now is required  
to  act on proposed stan dards or proposed am endm ents th a t do no t have 
broad im pact on the regula ted  industries, and consequently  m ay no t be 
of g rea t concern to  the  states.

Various State Laws
S ta te  law s— even the ones pa tte rned  upon the  1938 federal ac t— 

vary considerably in their acceptance of the federal standards and in the 
b ind ing  effect given to  those standards.

C aliforn ia’s pure foods act is quite sim ilar to  the  federal ac t in 
au tho riz ing  the  B oard of P ublic  H ea lth  to  p rom ulgate s tan dards of 
iden tity , quality , and fill of container. A nd y o u r law  provides th a t 
such stan dards “shall no t in any instance require a h igher s tan d ard ” 
th an  the standards required  by the  F D A  and the  M eat Inspection  
Service.

Ind iana 's  Food, D ru g  and Cosm etic A ct requires the  s ta te  board 
p rom ptly  to  prom ulgate  as its own any standards adopted un der federal 
law. A nd it m ay adopt additional standards under the sam e s ta tu to ry  
guide as apply in the  federal act.

K entucky , w ith  a 1960 law, sim ply requires th a t its s tan dards con
form  so far as p racticable to  the  stan dards adopted  under federal laws.

A rkansas follows the sam e patte rn , bu t provides in addition , th a t 
any  food w hich fails to  m eet an applicable federal s tandard  of iden tity  
is m isbranded, w ith ou t the s tandard  hav ing  been adopted by the  S ta te  
Board.

T hese  law s are typical of the new  breed spaw ned by the  1938 
federal law.

B u t the 22 sta tes w hich follow the 1906 Food and D rugs A ct have 
no general provisions for standards a t all. S tandard  m aking in these 
s ta tes  is lim ited to  advisory  stan dards and to  special standards adopted 
un der special food laws, such as the  s ta te ’s dairy  laws. I t  is here th a t 
conflicts in stan dards are m ost likely to occur. T he tes t of prom oting  
honesty  and fair dealing  in the  in te rest of consum ers is no t alw ays the 
touchstone of these special standards.

T he m odernized sta te  law s, on the o ther hand, plain ly a ttem p t 
to  aviod conflicts w ith  federal standards. In  actual practice, the 
sta tes take advantage of the  w o rk  th a t goes in to the prom ulgation  of 
such standards, and do not find it necessary  to  engage in the  p ro trac ted  
public proceedings th a t som etim es bind our actions.
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Y et, despite the legal differences th a t control us, only occasionally 
do conflicts arise that may bring forth a question of federal pre-emption.

Leading Cases
T he leading cases, at the federal level, are M cDerm ott v. Wisconsin,

U. S. Sup. Ct. 1913, 228 U. S. 115, 33 S. Ct. 431; and Savage v. Jones,
U. S. Sup. Ct., 1912, 225 U. S. 501, 32 S. Ct. 715.

T he first holds th a t the s ta te  has no pow er to require the  rem oval 
of a label w hich com plies w ith  federal law and its replacem ent by a 
new  label regarded  as m ore inform ative by the state. W isconsin  could 
no t require “K aro Corn Syrup w ith  Cane F lav o r’’ to  be relabeled while 
held for sale a fte r in te rs ta te  com m erce had ended as “ Glucose flavored 
w ith  refiners sy ru p ”.

Savage v. Jones, however, held th a t the Ind iana  au tho rities could 
require a tag  to be placed on anim al feed g iv ing full chem ical analysis 
data for crude protein , fat, and fibre. T hey  could also require reg is
tration of the  label and inspections of the feed stuffs to  assure 
compliance. The Supreme Court held that these additional state require
m ents could be upheld w ith o u t im pairing  in any w ay the operation  and 
effect of the federal law. In short, the state could legally require a 
s ta tem en t of ingredients, w hen C ongress had no t seen fit to  do so.

W ith in  these rules, the N ew  Y ork C ourt of A ppeals has held th a t 
N ew  Y ork cannot require a low er m oisture con ten t for corned beef 
than  is perm itted  by federal standards.

P ennsy lvan ia  has held th a t a d rug  labeled for over-the-counter 
sale in com pliance w ith  federal law, can be lim ited to  p rescrip tion  only 
sale by sta te  law. C urren tly  in contest in the E igh th  C ircuit is 
B orden’s challenge to  Io w a’s righ t to require th a t ice cream  have a 
m inim um  of 12 per cent fat, w hen the  federal s tandard  requires only 
10 per cent.

T h ere  are few satisfy ing  rules th a t can be draw n from  these cases 
to  tell us explicitly  w hen the  s ta te  requirem ents are additional to  
federal ru les or w hen they  involve a necessary conflict. F o rtu nate ly , 
the need for such rules is infrequent.

Consistency Needed
B ut the need for un iform ity  is a real one of every day concern 

to  federal and s ta te  officials alike, as well as to  any  producer who does 
a national or m ulti-sta te  business. C onsistency of governm ental ac
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tion can be and is being a tta ined  in the practical operation of ou r law s, 
desp ite the  difficulties w hich inhere in som ew hat inconsisten t leg is
lative pa tte rns.

T he g rea test p resen t day needs for uniform  food requirem ents 
arise, not in the econom ic area of food stan dard iz ing  action, bu t ra th er 
in the sensitive area of food p ro tection— of safe use of pesticide chem i
cals, food additives and color additives. T here is little  room  for vari
able restric tions here, because the problem  is health  protection. Foods 
m ust be safe, and federal and sta te  requirem ents should certa in ly  be 
consisten t in achieving th is goal. Inconsistency  indicates at once a 
different ju dg m en t on w h at is safe and w h at is not. A nd if there  is 
any  real basis a t all for the difference in judgm ent, it should be re
solved on the side of caution. If th ere  is no basis for the difference, it 
cannot be justified by appeals to food faddism .

M ost of the s ta tes  have not yet m odernized th e ir law s to  m eet 
the  challenge of adequate food protection. California, fortunate ly , 
w as one of the  first to do so.

Should States Accept Federal Evaluations?
T he policy problem  th a t m ust be m et is how we can best handle 

the em erg ing issues in the public in terest. Can and should the sta tes 
undertake  the  developm ent of scientific resources— essentially  dupli
cating  those of the  federal governm ent—to review  the  investigational 
data  on w hich the  safety decision m ust depend? O r should the sta tes 
ra th e r accept the evaluation m ade a t the  federal level and devote th e ir 
energies to  enforcem ent of the established to lerances and restric tions 
on these chem icals in our foods ?

C ertainly , the  scientific resources are in sho rt supply. O nly  a 
handful of p roperly  qualified chem ists, pharm acologists and related  
scien tists are available. F ew er still a t the  salaries m ost governm ents 
can offer. D up lica ting  scientific decisions a lready reached a t the  fed
eral level in 50 sta tes w ould be a m onum ental undertak ing . R eaching 
such decisions w ith ou t adequate scientific resources could be ca ta s
trophic. I t  w ould be far b e tte r  for the s ta tes to  participate in the 
safe ty  decision w hen first reached under the federal act, and to  seek 
revision of any  such safe ty  decision if doubt arose about it. R eserv ing  
the  decision to  them selves should be confined to the rare instances 
w here the  sta tes can identify  a reason, applicable to  th e ir own special 
circum stances, to im pose a s tric te r requirem ent.
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T he  sta tes have accepted federal lis tin g  and certification of coal- 
ta r  colors for years. T hey  also have accepted certification of an ti
biotics and insulin. So far as we know , no disputes have arisen from  
these  scientific decisions.

A special C om m ittee on Chem icals and H ea lth  H azards in W is 
consin reported  in A pril, 1960, th a t the p a tte rn  of food pro tection  legis
la tion  in the federal act w as as advanced and effective as th a t found 
in  any  p a rt of the  w orld. W isconsin  adopted all the  food additive and 
pesticide chem ical regula tions prom ulgated  under the  federal ac t by 
declaring  adu ltera ted  any  food th a t bears or contains any such ad 
ditive, unsafe w ith in  the m eaning of the federal law. T h is enabled th a t 
s ta te  to  lead the w ay to increased consum er protection.

One critical fact is clear. E arlie r and m ore extensive consum er 
p ro tection  can be achieved by p u ttin g  the s ta te  resources to  w ork a t 
once help ing contro l the  safe use of food additives, pesticide chem icals, 
and color additives. T here  is too m uch to be done to  dilu te our efforts 
by unnecessary  duplication of w ork  in readop ting  detailed regulations 
a lready  officially p rom ulgated  a t the  federal level on the  basis of ex
tensive scientific review . [The End]

“ GIANT ECONOMY SIZE” JARS SEIZED
Seizure of a quantity  of “giant econom y size” jars  of a well know n 

instan t coffee has been announced by the Food and D ru g  A dm inistration.
T he agency said the coffee costs m ore per ounce in the  “econom y size” 
th an  in sm aller size containers.

U n ited  S tates m arshals seized over 8,000 “econom y size” jars at the 
N ational T ea  Com pany warehouse, Chicago, and 22 jars  at a N ational 
T ea Com pany retail s to re  in W estchester, Illinois. T h e  product is dis
tribu ted  th roug hou t the U nited  States.

F D A  said an investigation showed the product is being sold in retail 
stores of the N ational T ea  C om pany at $1.44 per jar, o r 14.4 cents per 
ounce, while the six, ounce jars  of the  sam e p roduct are being sold in 
the sam e stores a t 75 cents per jar, or \2 ]A  cents per ounce. T he differ
ence is 1.9 cents pe r ounce.

C ourt papers said th a t the product, w hen shipped to  Chicago was 
m isbranded under the F ederal Food, D rug, and Cosm etic A ct “when 
in troduced into, while in, and while held for sale after shipm ent in in te r
state com m erce.”

T he papers charged the label s ta tem ent “ Giant Econom y Size” is 
false and m isleading since it im plies th a t it is cheaper for the consum er 
to  buy the 10 ounce ja r  than the six ounce size, w hen the reverse is 
actually  true.

F D A  C om m issioner George P. L arrick  said recent hearings by the 
Senate A n titru st and M onopoly Subcom m ittee, headed by Senator H a rt 
of M ichigan, have m ade it clear th a t consum ers are in terested  in food 
packaging and labels. M r. L arrick  said th a t the p resen t action resulted  
from  com plaints.
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Regulatory Control in Canada 
Under the Food and Drugs Act

By ROBERT E. CURRAN

This Address W as Given at the Stanford University Law School Sympo
sium on Food and Drug Law on April 27, 1962. Mr. Curran Is Legal 
Advisor to the Canadian Department of National Health and Welfare.

IN S P E A K IN G  IN  E A C H  O T H E R ’S C O U N T R Y  it is custom ary  
to  pay trib u te  to  our com m on ancestry , our neighbourly  associa

tions, the friendsh ip th a t binds our peoples, and last b u t no t least, 
the  4,000 m iles of com m on undefended border. W hile  such trib u te  
m ay be trad itional, it does no t follow th a t the sen tim ents expressed 
are trite . T hey  are realities and th e ir  im portance is no t lessened by 
repetition . On the  con trary , the  im portance to  all of us of our happy  
situa tion  is one th a t cannot be em phasized too frequently.

Because th is hem isphere, and perhaps th is con tinent, m ay becom e 
the  single reposito ry  of freedom  in the w orld, it is even m ore im 
p o rtan t th a t we should continue to rem ind ourselves of our heritage 
and our privileges.

A s a C anadian I am  not unaw are  th a t there are m any persons in 
th is  coun try  w ho look askance a t som e of our hab its, policies and 
view s as no t being  in conform ity  w ith  theirs. T hese  differences 
include som e of our trade  relationsh ips, foreign in vestm en t capital, 
the  quality  and independence of en terta inm en t th ro ug h  ou r b road
casting  system  and the  kind and con ten t of advertising  in publications 
to  m ention only some.

I sug gest th a t in any norm al fam ily there are bound to  be m any 
differences of view and the  m atte rs  to  w hich I have m ade reference 
involve sub stan tia lly  the sam e type of differences as w ould occur 
in a fam ily.

I hope th a t A m ericans w ho come to C anada feel, as I do w hen 
I come to  the  U n ited  S tates, th a t th ey  are in a happy fam ily a tm o s
phere. I t  is one th a t is possible in very  few countries in the  w orld.
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I t  is perhaps unique to  find in tw o countries the  possibility  of inde
pendence of th o u g h t and action b u t alw ays keeping in tac t the 
s tron gest ties of friendship and m utual respect.

I felt th a t on an occasion such as th is the  sen tim en ts th a t I have 
tried to express w arrant special mention and cannot too often be stressed.

N ow  as I am  not here as an am bassador I should perhaps g e t on 
w ith  the  purpose of m y v isit w hich is to  explain the  C anadian approach 
to  the  sub jec t of the  discussion.

F o r reasons th a t will, I hope, becom e clear I w ill no t confine m y 
rem arks only to s tan dards of iden tity  as a technique of control 
because in C anada the  use of our regulations goes fa r beyond stan d 
ards and encom passes w ide areas of control.

Canadian Law Is Oldest of Its Kind
O u r first food and d ru g  act w as passed in 1874. I t  is therefore  the 

o ldest national law  of its kind in the  W este rn  H em isphere. I t  w as of 
hum ble origin. W hen  it cam e in to  the  w orld  few expected th a t it 
w ould develop in to legislation of the social and econom ic im portance 
th a t it today  occupies. I t  saw  th e  ligh t of day as an am endm ent to 
th e  In land  R evenue A ct and one essentially  concerned w ith  the 
im position of license fees or duties on com pounders of sp irits  w ith 
the pro tection  of th e  public obviously of secondary im portance.

F rom  the em phasis given to  the  tax  aspect it w ould not be un
reasonable to  conclude th a t the  pro tection  of th e  public purse w as a t 
least as im p ortan t as the  p ro tection  of the public health.

F rom  th is hum ble beg inn ing  it has gone th ro ug h  m any stages 
of g row th  and developm ent. W e consider our p resen t act to be the 
best of them  all and, w ith  becom ing C anadian m odesty, perhaps the 
best in the  w orld.

Speaking of Canadian m odesty, th is rem inds me of som eth ing 
th a t took place in connection w ith  the com m em oration of your national 
law  in 1956. T he  late Charles W esley  D unn w ho had arranged  a very  
im pressive program  for th is occasion, kind ly invited  the  H onourable 
P aul M artin , w ho w as then  our M inister of H ea lth  and W elfare, to 
be an evening gu est speaker. M r. D unn, w ho had been exposed to  
M r. M artin ’s eloquence on a t least one previous occasion, took me 
aside and told me to  rem ind M r. M artin  th a t he had been invited to 
partic ipate  in the com m em oration of the  F iftie th  A nniversary  of the 
U n ited  S ta tes legislation, no t the  E ig h tie th  A nniversary  of its 
C anadian counterpart.
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Differences in Canadian Law
O u r act is crim inal law  on th e  basis th a t in ju ry  to  the public 

health  and fraud w ere crim es a t com m on law. In  Canada, crim inal 
law  is a federal responsibility . I t  therefore has general application 
and does no t depend on in terprovincia l com m erce to  have effect.

A lthough we also have a com m erce clause in our constitu tion , it 
w as the  crim inal law  th a t w as utilized. W e have no t found any  dis
advantage in th is basis but, on the con trary , there  are possibly m any 
advantages, chief of w hich is its un iversality .

If th ere  is any disadvantage, it w ould lie in the fact th a t our 
legislation and its regu la tions m ust be related  to  prevention  of in ju ry  
to  health  and fraud and no t to  the pure regu la to ry  contro l of a trade 
or industry .

Delegated Legislation
In  addition to  the  constitu tional differences in ou r legislation 

and th a t in force in th is  country , th ere  is a fu rth e r difference in the 
C anadian adm in istra tive  and legal approach w hich perhaps brings me 
m ore d irectly  in to the  sub ject of th is discussion. T h is is ou r use of 
regula tions w hich is m ore technically  described as delegated legis
lation. I th in k  we probably  do a g rea t deal m ore th ro ug h  our regu la 
tion-m aking  au th o rity  in C anada th an  m ay be the case in th is country .

U n d er our act the  G overnor in Council, w hich for practical 
purposes is the  Cabinet, is given au th o rity  to  m ake regulations cover
ing  all phases of the  m anufacture, d istribu tion  and sale of foods, drugs, 
cosm etics and th erap eu tic  devices. M y rem arks will be confined to  
those applicable to  food.

T he G overnor in Council is au thorized  to  m ake regulations for 
carry ing  the  purposes and the  provisions of the  A ct in to  effect. 
W ith o u t lim iting  the  generality  of th is, th ere  is set ou t a  long list 
of pa rticu la r sub ject areas in w hich regulations can be made.

Com ing m ore closely to the  discussion subject, specific au th o rity  
is given to  prescribe stan dards of com position, s treng th , potency, 
pu rity , quality  or o ther p rop erty  of any  article  of food. Y ou will 
notice th a t the  w ord “ id en tity ” is not contained in th is im pressive 
g rou p ing  b u t for practical purposes there  is possibly little  difference 
betw een a s tan dard  of com position and a s tandard  of identity . 
A ctually  w e do no t a ttem p t to d ifferen tia te  betw een kinds of s tan d 
ards. H ence, som e can be regarded  as a form  of legal definition or 
recipe, o thers can involve definition as well as com position, o thers
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can well b rin g  in s tren g th , p u rity  or quality  and som e perhaps 
com bine all of these. R ecognizing th is practice, w e have provided 
by  w ay of general regu la tion  th a t w here applicable, the  regulations 
prescribe the  stan dards of com position, s treng th , potency, purity , 
quality  or o ther p rop erty  of the food to  w hich th ey  refer.

Areas Covered by Regulations
I should now  like to  discuss th e  areas in w hich ou r food regu

la tions generally  fall and illu stra te  the  procedure w hich we em ploy 
in m aking regulations w hich incidentally  w ill include food standards.

D ealing  w ith  the  sub jec t in m ore or less chronological order, 
the  first w ide area  involves labeling, the  second food standards, the 
th ird  w h a t are now  know n as food additives, and the  last the  use 
of v itam ins in foods.

W e have no provision in ou r law  requ iring  a public inqu iry  or 
any other form  of inquiry  before a regulation  is made. As a m atte r of 
practical policy we have, how ever, developed a procedure w hich 
involves discussion w ith  the  trade, e ither in general or in particular, 
before a regulation  is made. T his, of course, is no t a form al or rigid 
procedure b u t is one w hich is based on practical considerations.

T he  need for a regula tion  or an am endm ent can be in itia ted , and 
often is, by a segm ent of industry . I t  can also in itia te  in the  Food 
and D ru g  D irectorate , as th a t pa rticu la r division of our adm inistra tion  
is called. T h is  D irec to ra te  corresponds to  the Food and D ru g  A dm ini
stra tio n  in th is country .

Making a New Regulation
A fter careful consideration as to  the  need or desirab ility  of a 

regulation  or an am endm ent, irrespective of w hether th is  involves a 
standard  or som e o ther aspect of the  production , d istribu tion  or sale 
of food, a decision is reached and the  form  and ex ten t of the proposed 
regulation  is then  review ed. T h is as a rule, w ill then be discussed 
w ith  the  affected p a rt of the  food in du stry  and th e ir  com m ents 
sought. T he  usual m eans of com m unication by the  D irecto rate  is 
th ro ug h  the use of w h at is called a “T rad e  In fo rm ation  L e tte r .” 
T h is  is used to  inform  the  trade  of proposals and the  na tu re  and ex ten t 
of w hatever change m ay be under consideration.

U nless there is som e u rgency  or the  m a tte r  is one affecting only 
our adm inistra tive  responsib ility  and no t involving the  trade  in any
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particu la r area, an oppo rtun ity  is given to  consider the  m atte r and 
to  provide com m ents. T he  com m ents are then  review ed and it m ay 
be th a t in the  ligh t of such com m ents fu rth e r consideration of the 
proposed regulation  is required . If so, an additional “T rad e  Info rm a
tion L e tte r” will be sen t ou t o r it m ay be th a t a m eeting  will be 
convened of the  in d u stry  itself o r a special com m ittee of industry , 
w hichever is m ost appropriate .

F o llow ing th is, the  regula tion  is then  p u t in to  app ropria te  legal 
form  and on the  recom m endation of the M inister of N ational H ealth  
and W elfare is subm itted  to  H is Excellency in Council for enactm ent. 
O ur regula tions w hen m ade are published in the  Canada Gazette which 
in th is con tex t corresponds to  the  Federal Security Register. T here 
is no provision for any  period of delay in the  com ing in to  force of our 
regu la tions nor in th e  absence of executive directive will a regulation  
so m ade be delayed. W e usually  do provide in the case of regulations 
th a t involve extensive changes in m anufacturing , packaging or 
labeling practices, th a t th ey  will come in to  force a t a fu tu re  date. 
T h is  is fixed to  give in d u stry  am ple opportun ity  to  conform .

T here  is one fu rth e r po in t w hich is relevan t and th is involves the  
legal force of the  regulations. U n d er our A ct, a violation of the  regu
lations carries exactly  the  sam e penalty  as a violation of the Act.

W e w ho deal w ith  the  regula tions in C anada are quick to  po in t 
ou t th a t th e ir  use gives a flexibility and life to a s ta tu te  w hich w ould 
o therw ise be difficult if the  A ct required  am endm ent before changes 
could be made.

Canadian Labeling Regulations
I should now like to  illu stra te  by one or tw o practical exam ples 

how  our procedure w orks, I m entioned the area involving labeling 
and th is perhaps provides a good illustration . W e have alw ays had 
regulations requ iring  certain  in form ation to  be contained on a package. 
A review  of our regu la tions indicated th a t w ide d iversity  existed in 
a num ber of areas w here w e felt certain  m andato ry  in form ation should 
be readily  available to  a purchaser. In  particu lar, the disclosure of the 
n e t w eigh t of con ten ts w as the  area in w hich perhaps the  w idest 
varia tion  of practice occurred.

In  a g rea t m any labels, the  con ten t w as clearly set out. In  
o thers the m anufacturer, e ither th ro ug h  inadvertence or choice, 
seem ed su rp ris in g ly  shy in le ttin g  the  custom er know  how  m uch she 
w as getting . A  review  of several thousand  labels s trik ing ly  illustra ted
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the need for som e uniform ity . A t the appropria te  tim e a m eeting  w as 
convened w ith  the  packaging  association a t which w ere also repre
sented  a  large num ber of food m anufacturers. T here  w as general 
agreem ent as to  the  need for som e revision of th is  portion  of our 
regulations. M anufactu rers quickly recognized the desirab ility  of 
un iform ity  because if good ru les are established, then the  th rea t of 
th e  uneth ical op era to r is avoided.

V arious suggestions w ere m ade by in d u stry  and, as can be 
im agined, these w ere n o t in all respects uniform . I t  w as eventually  
decided to  enact a ra th e r  sim ple form  of regulation  w hich would 
clearly  set ou t basic requirem ents to  be contained on th e  m ain label 
and suitable provision for o ther m and ato rv  inform ation.

I t  w as felt th a t a custom er should have readily  available and 
clearly  discernible in form ation as to  the b rand  or trade  nam e, if any, 
the  com m on nam e of the  food, and a correct declaration of net 
con ten t. T he new  regulations, require th is inform ation to  be on the 
m ain panel clearly  and prom inently  displayed thereon  w ith ou t dis
tra c tin g  in terven ing  sub ject m a tte r  and readily  discernible under the  
usual conditions of purchase and use. O ther m andato ry  inform ation 
such as list of ingredients, presence of preservatives, colour, and so 
forth, could also be on the main label or any other panel except the bottom 
of the package. In  order to  provide a convenient yardstick  to  m anu
fac tu rers  as regards the size of type  to  be used in connection w ith  the 
declaration  of n e t con ten t, certain  sizes are se t ou t in the  regulations 
bearing  a ra tio  to  the dim ensions of the  label.

T he  regulations in d raft form  w ere circulated to  the trade. Some 
of you undoub tedly  received th is inform ation. R ecognizing th a t in 
m any instances new labels w ould be required , the D irec to ra te  set a 
date  som e tw o years  hence for th e  regu la tions to  come in to  force. 
Incidentally , th ey  cam e in to  force on the  first of Janu ary , 1962. In  
th a t in terven ing  period am ple opportun ity  had been given to  all con
cerned to  m ake such label changes as m ight be required.

D esp ite  som e iso lated  p ro tests  of bureaucracy , regim entation , and 
so forth , th e  m anufac tu rers have cooperated fully and w e th in k  w ith 
ou t any  loss of th e  m erchand ising effectiveness of th e ir  labels. No 
longer in C anada will a declaration of net con ten t be found in infini
tesim al p rin t hidden aw ay in som e obscure corner of a label and in a 
colour w hich blends w ith  the background. T hese  w ere am ongst the 
m ost objectionable featu res of labels th a t  the new  regulations w ere 
in tended to  overcom e.
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Meat Standards Defined
I should now like to  give ano th er illustra tion  of a  regulation  

w hich w as n o t discussed before its enactm ent. L ast sum m er, infor
m ation had  reached the  dep artm en t concern ing an illicit traffic in 
m eat from  dead or fallen anim als. Evidence indicated  th a t certain  
unscrupu lous persons w ere selling such m eat for hum an consum ption. 
An investigation  w as m ade by  the  R oyal Canadian M ounted Police 
and because th is  w as a b rand  new situation  w hich the  regulations had 
no t contem plated , th ey  w ere exam ined as to  com plete adequacy. I 
w as of the opinion th a t  they  possibly fell sho rt of m eeting  precisely 
the  s ituation  involved. W e therefore enacted regulations un der the 
au th o rity  of the  A ct expressly proh ib iting  the sale of m eat from  
diseased animals or animals that had died other than by proper slaughter, 
w ith , of course, s lau gh te r being defined.

O bviously little  purpose w ould be served in discussing the  form  
of th e  regulation  w ith  th e  persons th a t it w as in tended to  catch and 
it goes w ith o u t say ing  th a t it  w as passed w ith ou t p rio r discussion.

Ju s t to  follow th ro ug h  on th is illustra tion , the  investigation  
resu lted  in a large num ber of prosecutions being  in s titu ted  and 
probably  served to  arouse th e  Canadian public to  the  need for ade
quate m eat inspection. I should m ention th a t the  M eat Inspection 
A ct is a com m erce act, and, therefore, deals only w ith  in terprovincial 
trade. A pproxim ately  80 per cent of C anadian m eat is federally 
inspected un der th is  legislation. T he  traffic, how ever, existed in a 
sm all p a rt of the  rem aining 20 per cent and we are confident th a t 
th e  investigation  and publicity  has done a g rea t deal to  b rin g  it to  
a halt.

Com ing now  to standards, the sam e general procedure respecting  
consu lta tion  w ith  th e  trade  is followed. C ontrary  to  w h at som e of our 
in du stry  represen ta tives m ay th ink, the departm en t does n o t m ake 
stan dards for the  sake of m aking  regulations. A  s tan dard  is m ade 
only w here it is felt th a t the  public good will be served. W e also take 
in to  account the  in du stry  benefit th ro ug h  the  estab lishm ent of uniform  
rules.

As we are no t required  to  hold hearings or o therw ise to  engage 
in any form  of proceedings, a s tan dard  can be quickly o r expeditiously 
m ade or stre tched  ou t over a period of tim e, depending upon its 
n a tu re  and the  urgency  of the  problem  to be m et. I can only say th a t
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every effort is m ade to  reflect to  th e  ex ten t possible th e  view s of 
in du stry  in the m aking of a standard . T h is  b rings me to  ano ther 
illustra tion  w ith  w hich m any of you will be fam iliar.

Bread Standard Inquiries
I refer to  the  bread s tan dard  inquiries in th is coun try  and to  the 

consequent action taken in Canada. Inciden tally , th is  illustra tion  is 
one th a t M r. D unn liked to  use in discussing the  flexibility o r as he 
described it the au th o rita rian  effect of the  C anadian approach. W e 
had  stan dards for flour. T hese  stan dards did no t perm it th e  use of 
v itam in  fortified flour. W e w ere, how ever, sub jected  to  considerable 
p ressure  by  the  m illing and bak ing  industries to  b rin g  ou r standards 
in line w ith  those th a t had been developed in th is  cou n try  follow ing 
your bread hearings. T he pressure, w as to  some ex ten t accen tuated  
by the fact th a t the public had becom e conscious of excess w eigh t and 
m any stap le com m odities felt the  pinch of d ie tary  fads. T he  bak ing 
in d u stry  w as one. N u trition a l claim s for bread th ro ug h  enrichm ent, 
as it w as euphem istically  described, seem ed desirable to  the industry .

A fter a careful review  of the  action  taken in th is  country , we 
form u lated  a ten ta tiv e  s tan dard  and th is w as discussed. A few 
m eetings w ere held follow ing w hich we felt the issue had narrow ed 
dow n to  som e half-dozen points. T w o  a t least of these po in ts involved 
w h a t w e regarded  as in ter-n icene d ispu tes in industry . T hey  re lated  
to  rival claim s for certain  types of softeners.

A m eeting  w as convened by the  departm en t a t w hich indu stry  
represen ta tives w ere present, includ ing  a num ber of represen ta tives 
from  th is country . T he m eeting, as I recall lasted a little better than half 
a day. C ertain of the po in ts w ere se ttled  around the  table. T he 
dep artm en t undertook  to  reach a decision on the  rem ain ing  po in ts in 
the  ligh t of its  b e s t consideration . T h is  w as done, the  regulation  
passed and the  trad e  w as notified. T he  dep artm en t did no t receive any 
critical com m ents as to the seem ingly a rb itra ry  action  taken but, on 
the  con trary , received com m endation from  in d u stry  in C anada as well 
as th is  country .

I m ention th is  to  suggest th a t w hile our procedure m ay appear 
as bureaucracy  gone ram pan t, in practice th is is no t so. O u r M inister 
as an elected M em ber of P arliam en t is responsible no t only to  the 
electorate  th a t supported  him  b u t also to  P arliam ent. W hile  he m ust 
heed the  advice of his officials, he nevertheless is open to  direct access 
by in du stry  in respect of any  m a tte r  affecting it. I can say th a t we
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have n o t noticed any reluctance by  any  group in in d u stry  to  approach 
him  if they  felt there  w as a  po in t th a t m igh t escape the  consideration 
th a t in th e ir  opinion it deserved.

Proposed Additives Regulations
I now  come to  w h a t m any of you w ill regard  as, if no t the  m ost 

im portan t, the m ost tim ely  developm ent in ou r regulations. I refer 
to  our proposed food additive regulations.

I m ight say th a t I have a ttend ed  a g rea t m any m eetings in th is 
cou n try  at w hich the  sub ject of food additives loom ed large. R ather 
sm ugly  I sa t back th in k in g  naively th a t it could no t happen to  us— 
I hoped th a t our sim ple and stra ig h tfo rw ard  approach w ould be m ain
ta ined  and w e w ould no t be sub jected  to  additive fallout from  th is 
country . W e were. W e now have before the  trade a very  com pre
hensive se t of regu la tions w hich will follow to  som e ex ten t the  food 
additive p a tte rn  of th is  country . T here  is th is difference, however, 
th a t our p a tte rn  is en tirely  by regulation  and no t by  special legislation. 
W hile  it appears different from  our form er approach, it basically is only 
an extension or e laboration  of it. W e  alw ays have had a list of certain  
perm itted  food additives. T hese  w ere in the  area of preservatives. 
T he  proposals w hich are now  before in du stry  rep resen t ra th e r a 
substan tia l extension of th e  list which has been in force for some 
25 years or m ore th an  th e  in troduction  of a new principle.

W e propose to  define a food additive in ra th e r broad te rm s bu t 
technically  to  exclude a num ber of substances th a t m ight o therw ise 
come w ith in  th is  term . V itam ins, food colors, spices and nu tritives 
are therefore  excluded. Inciden tally , a t least for the  tim e being  food 
packaging  m ateria ls are also being excluded.

W e deal w ith  the  sub ject by som e dozen regulations b u t th en  set 
ou t 40 odd pages in the  form  of tab les w hich list the  additives by 
nam e, the foods in or upon w hich particu lar add itives can be used, and 
the m axim um  levels of use.

T o  illustra te , in the  case of a standard ized  food, the only additives 
th a t can be used are those se t fo rth  in the tab les in relation  to  th a t 
food. In  the  case of unstandard ized  foods, the level of use, also in 
relation to specified additives, is limited to  good m anufacturing practice.

I t  rem ains to  be seen w h a t fu rth e r  changes, if any, w ill be re 
quired before these  regu la tions can be considered to function as easily 
and as effectively as we norm ally  expect of our regula tiens. W ith  the 
cooperation that has been received; we have no grounds for being fearful.
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Some of you m ay be in terested  in the  procedure to  obtain the 
recogn ition  of a  food additive or som e alte ra tion  in  its  level o r ex ten
sion of use. H ere  w e have bu ilt in a procedure w hich resem bles in 
som e respects our N ew  D ru g  R egulations. T h is  involves the subm is
sion of certain  specified da ta  to  the  dep artm en t w ith  app ropria te  in fo r
m ation  respecting  its  purpose, use, safe ty  and  o ther factors.

Unique Vitamin Regulations
T he  last area, as I m entioned, involves vitam ins.
O u r regula tions are perhaps unique in se ttin g  ou t a com plete 

code govern ing  th e  use of v itam ins in foods. I refer here particu larly  
to  added vitam ins and no t so m uch to  those n a tu ra lly  p resen t although  
here ou r regula tions do apply. In  general, th e  regula tions specify the  
claim s th a t can be m ade w ith  respect to  v itam ins generally  and to 
particu lar vitam ins. W e like to  th in k  th a t our regula tions have helped 
to  stabilize, or m oderate if you like, th e  claim s th a t m ig h t o therw ise 
have been m ade w ith  respect to  th e  necessity  of v itam in  enrichm ent.

T he  sub ject is one th a t has been controversial. M any m anufac
tu re rs  feel th a t som e bona fide o r perhaps pseudo-nutritional claim 
re la ted  to  th e  addition  of a v itam in  helps to  sell a product. T h is m ay 
be true. W e feel th a t ou r regu la tions are no t p rim arily  designed to 
support m erchand ising  techniques b u t ra th e r to  ensure th a t the  public 
is no t provided w ith  m isinform ation and th u s  is given some assurance 
of p rotection  against extravagance in claims.

F rom  a health  po in t of 'view , there  is little  evidence to support 
in ju ry  or danger from  the m ajo rity  of generally  used vitam ins. V ita 
m in D is an exception and here there  is clear evidence of hazard  from  
excessive intake. O u r m ain purpose is to  reduce v itam in claim s to 
reasonable lim its. E ven though  the  public did n o t suffer from  exces
sive in take, there  is the  question  of value or need to  be considered.

W e have little  evidence of any v itam in  deficiency in Canada. 
V itam ins are actually  a form  of daily insurance b u t if there  is no risk, 
then the question of w hy pay a prem ium  becom es relevant. T he  
public is perhaps gullible and taken in by the  type of claim th a t 
suggests th a t in case there  is a risk  of deficiency you should pay the  
prem ium  anyw ay. T h is undoub tedly  supports the volum e of sale. 
W h e th e r th e  departm en t feels th a t  th is is in all respects justified, 
it is n o t our function  or responsib ility  to  a ttem p t to  p reven t the 
leg itim ate use and adv ertisem ent of vitam ins.
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Additions of Unnecessary Vitamins
T here  is one area, how ever, th a t is g iv ing  grow ing  concern. T his 

involves the  addition  of v itam ins to  certain  foods w here it is n o t one 
n a tu ra lly  associated w ith  the  food and th ere  is no evidence of e ither 
a v itam in  deficiency o r th a t it is a su itable vehicle th ro ug h  w hich the 
v itam in reaches the public. I w ould no t say w h at action, if any, m ay 
be contem plated  except th a t th is  is a problem  w hich has given rise 
to  concern no t only by the  Food and D ru g  D irec to ra te  of our depart
m ent b u t also by the  C anadian Council on N u trition . I assum e th a t 
sim ilar concern has been expressed in th is country .

T h is  concludes m y descrip tion of our regu la to ry  approach. If  I 
have s trayed  dow n a num ber of side alleys from  the  m ain th o ro u g h 
fare of th e  discussion, I hope you will accept m y apologies. I felt 
th a t in preference to  confining m y rem arks s tric tly  to  s tan dards of 
iden tity , w hich is hard  to  find in our regu la to ry  approach, it w ould 
m ake for b e tte r un derstan d in g  of our legislation and its adm in istra tion  
if I b ro u g h t in the  o ther areas in w hich our use of regula tions is so 
im portan t.

In  conclusion, I hope th a t w h a t I have said will do tw o th in gs : 
first, it will show that our legislation and yours has a common purpose, 
and, second, th a t w h a t we are doing, w hile differing  in som e respects, 
is generally  com parable and alw ays directed to  a com m on end.

[The End]

ELECTRIC TOOTHBRUSHES SEIZED
T he Food and D rug  A d m inistra tion  today announced seizure of 

electric too th brushes and w arned  purchasers th a t the m oto r and cord 
units are not sealed and are  capable of transm itting  severe or fatal shock 
to  the user after im m ersion in w ater. F D A  particu larly  w arned  tha t 
the devices should be kept out of the hands of sm all children w ho m ight 
dip o r drop them  in to  the w ash bowl.

U n ited  S tates m arshals seized 224 of the nationally  advertised  
devices M ay 8 in N ew  O rleans. F D A  said som e 50,000 electric to o th 
brushes and gum  m assagers, d istribu ted  since last F eb ru ary , a re  in 
com m ercial channels.

Papers filed in the federal court at N ew  O rleans charged the to o th 
brush is m isbranded  under the F ederal Food, D rug , and Cosmetic Act 
because the  labeling fails to bear adequate w arn ings against the po ten
tial electric shock hazard. T he papers also charged th a t p rin ted  
m aterial accom panying the too thbrush  contains s tatem en ts  falsely rep re
sen ting  th a t the m oto r un it and cord unit are sealed, th a t th e  device 
helps the user to  reach every too th  surface to  rem ove food and debris 
tha t often cause too th  decay and th a t it offers “ the best in a com plete 
hom e dental trea tm en t.”
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Responsibility, Freedom 
and the Law
By WILLIAM T. BRADY

Mr. Brady, Chairman of the Board of Trustees of the Food 
Law Institute, Delivered the Charles Wesley Dunn Lecture at 
the University of Southern California on April 17, 1962.

TH E R E  IS  S O M E T H IN G  A B O U T  T H E  L A W  th a t bo th  fasci
nates and confuses the  laym an.
M ost of us are able to  pick our w ay carefully  and honorably 

th ro u g h  the  bew ildering collection of laws, regulations, ordinances 
and  codes w hich su rro un d  us. M ost of us have a g rea t respect for 
the  law , som eth ing approaching  affection for the  rem ote blindfolded 
lady w ho holds th e  scales. F ew  of us question th a t  th ere  should be 
laws, and still few er of us have e ither the  know ledge or the inclina
tion to question the laws which are written into our books and documents.

T he  th o u g h ts  I will express here today  are no t particu larly  
original. As I th in k  ou t loud w ith  you, I ’m sure you will recognize 
the  fam iliar th o u g h t p a tte rn s  of all m en w ho w ould  ju stify  th e ir  deep 
faith  in the  concept of law  w ith  th e  law s w hich are on the  books.

Law Makes People Responsible
I t  seem s to  me th a t the  u ltim ate  purpose of the  law— and I speak 

here only abou t regu la to ry  law— is to  m ake people responsible. I t  
seem s to  me th a t the  very  h ea rt of the  law  is a basic and positive 
assum ption th a t m en can be responsible, and th a t law s serve as a 
m inim um  stan dard  of in teg rity . B u t w hen law s m ultip ly  to  the 
ex ten t th a t they  hem  in every action, th ey  tend  to  becom e m ore 
nearly  a m axim um  standard . People becom e so occupied w ith  legality  
th a t  th ey  have no tim e for m orality . O nce it  has been decided th a t 
th e re  are so few  responsible people around willing and able to shoulder 
responsib ility  and accountability  for th e ir  ow n actions, th ere  is no
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recourse b u t to  keep p iling  on the  police pow er un til th e re ’s prac
tically  no freedom  left. I w on’t say th a t in certain  tim es, in certain  
countries, in certa in  circum stances th is m ay no t be necessary  . . . 
tem porarily . B u t it is a te rrib le  ind ic tm ent against the  people a t which 
it is aim ed, and  judicious m en do no t take such a decision lightly . 
N o t only are th ey  denying  people the  rig h t to  prove them selves 
worthy, but they are claiming for themselves rather extraordinary powers.

T he  particu la r con tex t of these rem arks is, of course, our nation’s 
food laws. A nd if I seem to be over-playing the th re a t to  the  food 
industry , and therefore to  th e  consum ers w ho are its benefactors, let 
me tell you I am deeply concerned. T here  m ay be ye t no clear and 
p resen t danger, b u t I am  alarm ed by  the g radual chipping aw ay at 
our r ig h t to  exercise responsible judgm ent. A nd I am  dism ayed by 
the  im plied reason for it, w hich I believe to  be g rea tly  in erro r— th a t 
our in d u stry  cannot be tru s ted  to  p roperly  serve the  public in terest.

L e t me say so th ere  can be no m isunderstanding, th a t m y com 
pany has no in ten tion  of igno ring  any  law, good, bad, or indifferent, 
th a t is now  on the  books. L e t m e say fu rth e r th a t we are convinced 
of the  necessity  of a food law  and of the  in teg rity  and good in ten tions 
of the people in W ash in g to n  and the  50 sta tes  w ho are enforcing the 
ones we have. F u r th e r  w e are convinced th a t these enforcem ent 
agencies need adequate budgets to  carry  ou t th e ir duties. T here  is no 
question in m y m ind th a t bo th  the  public and responsible business 
need pro tection  from  the law less and irresponsible few  w ho infect any 
society. I t  is no t m y in ten tion  to  belittle  the law w hen I po in t ou t th a t 
its  con tribu tion  is essen tially  a negative one, a concession th a t, a fte r 
all, th is isn ’t  U topia.

No. M y concern is founded on a projection of the  trend  of bo th  
the leg islation  and the  un derly ing  philosophies behind it. P erh aps a 
brief review  w ould be in order, then.

Cooperation Responsible for Legislation
Food legislation and adm in istra tion  is a long s to ry  of cooperation 

betw een C ongress, th e  executive and  judicial branches of governm ent 
and th e  food industry . I t  has had as its  prim e object, and has m ost 
certa in ly  helped to  give the  A m erican public the  safest, m ost varied, 
nu tritiou s, flavorful, and least expensive food supply  in th e  h is to ry  
of the  w orld.

In  1883, w hen he w as nam ed Chief C hem ist of th e  D ep artm en t 
of A gricu ltu re , D octo r H arvey  W . W iley , s ta rted  a crusade for the
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passage of a food and d ru g  law. As a  result, the first F ederal P ure  
Food and D ru g  L aw  w as enacted in 1906 and its  enforcem ent w as 
assigned to  the  B ureau  of C hem istry  in the  D ep artm en t of Agriculture.

T he Food and D rugs A ct of 1906 w as entitled  “A n A ct for p re
ven tin g  the m anufacture, sale or tran sp o rta tio n  of adu ltera ted  or m is
b rand ed  or poisonous or deleterious foods, drugs, m edicines, and 
liquors, and for reg u la tin g  traffic therein , and for o ther purposes.” 
T he  m ost im p o rtan t am endm ents of th is  law  w ere the Gould A m end
m ent in 1913, w hich required  th a t specific in form ation about the 
q u an tity  of food in the  package appear on the  label, and the  M cN ary- 
M apes A m endm ent of 1930, also know n as the  C anner’s Bill. T he 
la tte r  au thorized  the  se ttin g  of stan dards for canned food, except m eat 
and m eat p roducts and canned milk, and the  prescrib ing  of a s ta te 
m ent on the label to  d ifferen tia te  sub stand ard  item s from  those th a t 
m et the  standards.

1938 Act and Its Amendments
W ith  the passing  years, it becam e app aren t th a t a new  law w as 

needed. T he F ederal Food, D rug  and Cosm etic A ct in 1938, enacted 
a fte r five years of legislative efforts, w as th e  resu lt. I t  retained the  
w o rth y  features of the  orig inal Food and D rug  A ct, bu t g reatly  
expanded its  scope and  provided m ore effective enforcem ent.

T here  w ere several im p ortan t am endm ents of the  1938 A ct ap 
plicable to food. T he M iller A m endm ent of 1938 affirmed the  govern
m ent’s jurisdiction over products that became adulterated or misbranded 
a fte r in te rs ta te  p roducts “all the  w ay to  the  m om ent of th e ir u ltim ate  
delivery to  the consum er.”

T he  nex t im p ortan t am endm ent w as the  O leom argarine A ct in 
1950, w hich regu la ted  the  labeling and sale of m argarine.

T w o fu rth e r significant am endm ents of the  A ct w ere the Amended 
F ac to ry  Inspection  A ct of 1953 and the  Food S tandards Sim plification 
of P rocedure A ct of 1954, also know n as the  H ale A m endm ent.

T he  A m ended F ac to ry  Inspection  A ct passed Congress w ith  the 
com bined support of the  food in du stry  and the  Food and D rug  
A dm inistra tion  follow ing a Suprem e C ourt decision th a t in effect 
nullified the  factory  inspection provision of the  1938 A ct. T he H ale 
A m endm ent w as passed because it w as found th a t hearings on food 
stan dards w ere unnecessarily  long and expensive, bo th  for th e  industry 
and the  governm ent. T he  H ale A ct provided th a t hearings w ould be
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held only if some interested party objected. Then the hearings would be 
confined to  the particu la r provision to  w hich objection w as made.

T he  nex t am endm ent of the  1938 A ct w as the  Pesticidal Chem i
cals A m endm ent of 1954. U n der th is  am endm ent, the Food and D rug  
A dm in istra tion  w as au thorized  to  establish to lerances for pesticide 
chem icals in or on raw  agricu ltu ra l com m odities. A gain, the  am end
m ent w as passed w ith  the jo in t support of the food in d u stry  and the 
Food and D ru g  A dm inistra tion .

Food Additive Amendment
W ith o u t question the  m ost im p ortan t am endm ent of the 1938 A ct 

w as the  Food A dditives A m endm ent of 1958. T h is A ct too w as passed 
w ith  the  cooperation and support of the food industry . I t  provided 
for a legal requ irem en t of p re-testin g  food additives, sim ilar to  th a t 
w hich had been previously  followed by responsible in du stry  itself.

T he A ct w as passed in the  closing days of Congress in the  summer 
of 1958 and, because of th e  tim e factor, required the  unanim ous consent 
of the  Senate. M y com pany had filed an objection before the  Senate 
C om m ittee s ta tin g  th a t the Bill should not be reported  w ith ou t hear
ings. T h is w as m ain ly  because of the D elaney A m endm ent, which 
proh ib ited  substances found to  induce cancer in m an or anim al. A fter 
a ta lk  w ith  Com m issioner L arrick , in w hich he assured us th a t the  
D elaney A m endm ent w as regarded by the  F D A  as add ing no new 
m ateria l and th a t the rule of reason w ould be applied to all m aterials, 
cancer p roducing and otherw ise (the  Com m issioner w as also on record 
w ith  the Senate to  th is  effect), m y com pany w ithdrew  its  objection. 
T he Bill w as passed unanim ously  by the Senate, w hich w ould no t 
have been possible except w ith  in d u stry ’s support. W e have been 
m uch disappoin ted  th a t the  Com m issioner has app aren tly  since been 
overruled  by  the  S ecretary  in the  in te rp re ta tion  of the  Delaney 
A m endm ent.

Color Additive Amendment
T he last im p ortan t am endm ent of the  1938 A ct is the  Color A ddi

tives A m endm ent, w hich, again, w as passed w ith  the  com bined efforts 
of the  food industry , the Food and D ru g  A dm inistra tion  and Congress.

Y ou will note I have placed particu la r stress on the cooperation 
betw een m y com pany—and for th a t m a tte r  m ost of the food industry— 
and governm ent. T here  has alw ays been a high respect in ou r in
d u stry  for the distinguished and dedicated m en w ho served as 
Commissioners of the Food and D ru g  A dm inistra tion . D octo r P au l B.
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D u nb ar was the Com m issioner w hen the Food L aw  In s titu te  w as first 
organized. H e in itia ted  the  policy of cooperating  w ith  the  In s titu te . 
W hen, in 1951, C om m issioner D u nb ar retired , Com m issioner Charles 
W . C raw ford continued in his enlightened policies.

Commissioner C raw ford re tired  at about the sam e tim e th a t the 
D ep artm en t of H ea lth , E ducation  and W elfare  w as created  by Con
gress. T he Food and D rug  A dm inistra tion , w hich had been a p a rt of 
th e  F ederal Security  A gency, w as m ade a p a rt of the D ep artm ent of 
H ea lth , E ducation  and W elfare.

T he presen t Com m issioner, George P . L arrick , succeeded Com 
m issioner C raw ford, and his adm inistra tion  had w itnessed a long 
h isto ry  of cooperation w ith  the  educational efforts of the  Food Law  
Institu te , and bar association. I t  w as Com m issioner L arrick , by the  
way, w ho created the  panel discussions betw een the staff of F D A  and 
in du stry  m em bers. T h is has becom e an annual event in W ash ing ton , 
under the  jo in t sponsorship of the  F D A  and F L I.

H av in g  recorded by com pany’s public support for the  enforcem ent 
program s of the  FD A , I m ust add th a t th is does not, of course, mean 
we have alw ays agreed w ith  them . O u r p rivate  argum ents, even our 
litigations, have, how ever, alw ays been friendly.

Growth of Regulations Becoming Burdensome
T h a t brief recital th a t I have given you also describes, though  I 

pu t no stress upon it, the steady  g row th  of regulation. I t  is becom ing 
burdensom e, and could well becom e even m ore so. I am deeply dis
tu rbed  by the far w ider regu la to ry  pow ers now  being  asked by the 
FD A . T h is  additional au th o rity —including the rig h t to  inspect, 
am ong o ther th ings, all records, files, papers, processes, controls, and 
facilities—is unnecessary  and unw arran ted .

As I said before, the  con tribu tions of the law— how ever g rea t— 
are negative in character. A nd I th ink  the tim e has come, or is about 
to, w hen we m ust begin to  w orry  about the  w eigh t of the  handicaps 
being placed on th is responsible in du stry  in its efforts to  b rin g  more 
closely to gether the sciences of health  and nu trition  and the  a rts  of 
food p reparation  and eating  enjoym ent.

I do no t believe th a t it is the  sp irit or in ten t of the  law  to stifle 
responsib ility  and w ith  it, en terprise. Instead , w ork ing  w ith in  the 
fram ew ork of the law, we m ust find the  m eans w hereby  com panies will 
operate for th e  public good, no t ou t of fear of governm ent reprisal__
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and therefore choose to  take the safe and cautious road— but because 
operating  for the public good is second n a tu re  to  the  corporation.

Responsibility and Freedom
I t  is highly unlikely th a t com panies from  w hich the responsibility  

for safeguard ing  the public health  and w ell-being has been removed, 
w ould be the  kind of com panies w hich could lead the  w ay to  the 
prom ise of the future. I can p u t it very  s im p ly : T he fu tu re  we all 
w an t can be had only by research  and innovation. T hese can be had 
only in an a tm osphere of freedom . A nd responsib ility  m ust go hand- 
in-hand w ith  freedom .

I t w ould m ake no sense a t all if the  police force of Los Angeles 
were to  im pose a nine o ’clock curfew  on all residen ts because of a 
handful of hoodlum s.

I t  m akes no m ore sense to  fe tte r an entire in du stry  because of a 
handful of sharp  operators.

American Housewife’s Role Important
T his is even m ore so because w hile citizens m ay be te rro rized  by 

a hoodlum , the sharp  opera to r can’t long survive in the com petitive 
m arketplace. H e is litera lly  talked to  death. W hen  a housew ife buys 
a p roduct w hich she feels is below stan dard  in any respect she seldom  
com plains to  the sto rekeeper or even the m anufacturer. She sim ply 
tells her friends, her neighbors, relatives, and bridge club m em bers 
about it. T h is is a trem endous “club" in the hands of consum ers and 
nobody know s how to use it b e tte r  than  the  A m erican housewife. 
M ake no m istake, we love her, bu t she isn ’t  as helpless and un in te lli
gen t as som e people w ould have us believe. She is a capable, fearless, 
a s tu te  trader, w ho recognizes quality  and value w hen she sees it. She 
m ay w an t p rotection , all righ t, bu t no t a t the  sacrifice of her freedom  
of choice w hich she no t only enjoys, b u t insists upon. I t  w ould set 
off one of the  b iggest fusses of all tim e, I ’m sure, if e ither governm ent 
or in d u stry  were to  a ttem p t to  restric t her in any  way, o r influence her 
free choice of the products th a t she, in her infinite w isdom , purchases 
for her family.

R eputab le com panies in th e  food business— especially those 
m ark etin g  well know n tradem arked  consum er products— have far 
m ore to  lose th an  any governm ental, educational, or consum er group. 
T hese  com panies have m illions of dollars invested in research  and 
developm ent, adv ertis in g  and prom otion so th a t th ey  bend over back-
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w ards, far beyond any governm ental requirem ents, to  p ro tect these 
priceless tradem arks which are in  them selves the best gu aran tee  to 
the  consum er for quality, un iform ity  and value. T h e ir own specifica
tions are far m ore exacting  than  could be expected from  governm ental 
regulations, w hich are m inim al.

All righ t, then. I have said th a t I ’m dead set against over-regu
lation . A nd I hope I 've  m ade the  reasons sound com pelling. I t ’s easy 
to  object, easy to com plain, easy to lay the  blam e on governm ent. 
W h a t am  I fo r  ?

Suggested Remedies
F irs t and alw ays, I ’m fo r  in du stry  carry ing  its ow n responsibility  

and accountab ility  for its p roducts. A nd th is is far from  the  easiest 
way. Once th a t responsib ility  is assum ed— fully— there can be no 
excuses for failing to toe the m ark. T here  can’t be easy forgiveness even 
for w ell in tended m istakes. T here  can be no passing  the  buck to  
governm ent for no t catch ing  m istakes.

T he  people and the governm ent w hich represen ts them  should have 
every rig h t to expect th a t in du stry  furn ishes sufficient and adequate 
internal control. The government has every right, too, to satisfy itself that 
th e ir control program  is really  adequate, by aud iting  the program  itself 
and spot-checking the ou tpu t. A nd if it finds e ither w an ting , it had 
adequate penalties and enforcem ent righ t now  at its disposal. T his is 
som ew hat sim ilar to  the arran gem en t com panies have w ith  th e ir o u t
side aud ito rs w ho insist on an adequate in ternal aud iting  program s, 
of which they approve.

Second, I suggest th a t careful consideration be given to  a system  
w hich has w orked w ell in o ther p arts  of the w o r ld : vo lun tary  policing 
th ro ug h  trade associations. T he best feature  of th is system  is th a t 
self-regulation is w orked ou t by leaders of industry , men w ho are 
experienced and practical, and w ho are unquestionab ly  responsible.

Clarification and Interpretation Needed
T hird , I suggest th a t m uch m ore needs to  be done to  clarify and 

in te rp re t the  com plexities of the food law  as it now stands. G overn
m ent officials should be fully accessible to  business people and w illing 
to discuss w h at th e ir in te rp re ta tion  of the law will be—before the 
m a tte r  reaches the po in t that, to  use an old expression, anybody 
“m akes a federal case ou t of it.”

P la in ly  the  Food L aw  In s titu te  served as an im p ortan t vehicle, 
a bridge, for m ore discussion and m ore perfect understan d in g  betw een
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business and governm ent. B u t I am not satisfied th a t e ither business 
or governm ent is using  it as m uch as it should. F ran k lin  M. Depew, as 
presiden t of th is  going organization , is doing a trem endous job and 
deserves m ore w idespread support th an  he has received to  date. 
C ertain ly  the  Food L aw  In s titu te  is m aking  an im p ortan t con tribu tion  
to  bo th  research and education in ou r food laws.

F ou rth , I s trong ly  subm it th a t public confidence in the safety, 
w holesom eness and quality  of the  A m erican diet is a tru s t shared by 
bo th  in d u stry  and governm ent. A ny action w hich underm ines th a t 
confidence— or w orse th an  th a t— panics the public in to  believing it is 
being poisoned, does g rea t dam age to our country . I am not alone 
concerned by the econom ic effects on entire  industries, th e  fact th a t 
m any en tire ly  innocent people suffer financial loss. I am  also con
cerned by the encouragem ent given to  the lunatic fringe of our 
society, the crackpots w ho w ould send us out herb ga therin g  our 
dinner. W h en  all else has failed, public disclosure m ay be necessary 
to  w arn  our citizens of really dangerous foods on th e  m arket. B u t 
there  are m any steps th a t can be taken  to avoid so drastic  a step. 
A t the  first sign of a possible problem , the businesses concerned should 
be called in to  see w h at steps can be taken.

F inally , I w an t to  reaffirm m y belief in the need for a food, d rug  
and cosm etic law. I w an t to  say th a t w ith  the trem endous develop
m ent tak in g  place in the  grow ing, m anufacturing , packaging, and 
d istribu tion  of food, there  m ay be g rea te r and no t less need for 
regulation . B u t let it be w ith in  the fram ew ork of responsibility , 
freedom  and the  law. [The End]

HEALTH FADDIST CURBED
O ne of the  country’s leading sources of nu tritional quackery has been 

curbed by federal court action, the Food and D rug  A dm inistra tion  an
nounced today. F D A  said th a t sentencing of Royal Lee, presiden t of 
the V itam in P roducts  Com pany, M ilwaukee, W isconsin, will stop d is
tribu tion  of over 115 special d ie tary  products prom oted by false claims 
for trea tin g  m ore than  500 different diseases and conditions.

Federal Judge R obert T ehan  sentenced Lee to  a one-year suspended 
prison term  with th ree  years probation  and fined the V itam in P roducts 
Com pany $7,000 on charges of in te rsta te  shipm ent of m isbranded v ita
mins and p roprie ta ry  rem edies. Lee also consented to a  perm anen t in
junction  covering all of his en terprises which prohib its the false claims 
for his products. F D A  said the in junction  also stops Lee from claim ing 
the products are necessary  ad juncts to  the diet.

Lee holds a degree in dentistry , F D A  said, but he has not been 
know n to- p ractice th a t profession. Instead  he becam e one of the coun
try ’s leading health  faddists and a regular speaker on the subject. H is 
“health  food” business is estim ated at som e $3,000,000 a year.
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Are Broadened Inspection Powers
Necessary?

By FRANKLIN M. DEPEW

The President of the Food Law Institute, Franklin M. Depew, Pre
sented This Talk Before a Meeting of the Flavoring Extract Manu
facturer’s Association in Skytop, Pennsylvania on May 1, 1962.

H P  H E  P R E S E N T  F A C T O R Y  IN S P E C T IO N  A U T H O R IT Y  of
the  Food and D ru g  A dm inistra tion  is found in the  A m ended 

F acto ry -Inspection  A ct w hich w as passed by C ongress on A ugust 3, 
1953 and approved by the P residen t on A u gust 7, 1953 (Public  Law  
217, 83d Cong. 1st Sess.). T he  inspection au th o rity  in tended to  have 
been bestow ed upon the  Food and D rug  A dm inistra tion  by  Section 
704 of the F ederal Food, D rug  and Cosm etic A ct as enacted in 1938 
had been held by  the  Suprem e C ourt no t to  require the ow ner, operator 
o r custodian to  p erm it en try  and inspection (U nited  S ta tes v. Cardiff, 
344 U. S. 174, 1952). T herefo re  the  F D A  requested  C ongress to 
am end the  section to  resto re  th e  com pulsory pow er of its F D A  in
spection au tho rity . T he F D A  request for com pulsory inspection 
pow ers w as supported  by industry . H ow ever, in du stry  rep resen ta
tives ob jected  to  the broad inspection pow ers claim ed by  F D A  under 
the old law and Congress further amended the section to assure a due 
and lim ited exercise of th a t au tho rity .

Inspector’s Authorized Actions
T he am ended law  of Section 704 au thorizes an F D A  inspector to 

en ter any  estab lishm ent w here foods, drugs, devices o r cosm etics are 
m anufactured  or held for in troduction  in to  in te rsta te  com m erce, or 
w hen they  are held thereafter, upon p resen ting  app ropria te  credentials 
and a w ritten  notice to  a responsible person or agen t in charge. U pon
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so doing th e  inspecto r is au thorized  to  inspect the  estab lishm ent and 
all p e rtin en t equipm ent, finished and unfinished m aterials, containers 
and labeling  therein , a t reasonable tim es and w ith in  reasonable lim its 
and in a reasonable m anner. T he legislative h isto ry  show s th a t these 
“reasonab le” requirem en ts w ere in tended to  assure a due adm in istra
tive exercise of the F D A  inspection au tho rity , w ith in  the restric ted  
fields specified. T h is au th o rity  did no t reach such m atte rs  as m anu
fac tu ring  form ulas and paten ts, qualifications of scientific, technical or 
o ther em ployees, p roduct in ju ry  com plaints or files re la ting  thereto. 
T he  section fu rth e r provides a  direction th a t the  F D A  inspecto r give 
a w ritten  report of u n san ita ry  conditions and unw holesom e products 
asserted ly  found by  him , bu t he is not required  to  repo rt any  o ther 
m atters , nor w hen the  inspection satisfies him.

Validity of Present Inspection
T he  p resen t F D A  inspection au th o rity  of Section 704 is valid in 

m y opinion. I t  serves a leg itim ate purpose—to  exclude harm fu l a rti
cles from  in te rs ta te  com m erce. I t  does no t violate the  com m erce 
clause in Article I, because it only regulates articles m anufactured or held 
for introduction in in te rs ta te  com m erce, or w hich are held thereafter. 
L ikew ise th is  law  does no t violate the F o u rth  A m endm ent against un
reasonable searches and seizures because it only au thorizes an ad
m in istra tive  inspection w hich is requ ired  to  be m ade a t reasonable 
tim es and w ith in  reasonable lim its and in a reasonable m anner. 
F inally , the law  does no t violate e ither the  due process or the self
incrim ination  clauses of the F ifth  A m endm ent for the sam e basic 
reasons. T hus, the  p resen t law  is a valid one w hich preserves the  
people's fundam ental righ t to  be secure in th e ir  persons, houses, papers 
and effects against w rongfu l searches.

T he F D A  had  contended th a t the law  of the 1938 A ct au thorized  
inspection of form ulas, qualifications of technical persons and the  like, 
and in the C ongressional hearings bearing  on the  am endm ent Com 
m issioner C raw ford testified th a t they  believed th is in fo rm ation w as 
im m ediately re levan t and p ertin en t to  the  com pliance of these  estab 
lishm ents w ith  the te rm s of the law. Because of th is  belief F D A  has 
undoub ted ly  hoped for a favorable opportun ity  to  rem ove the lim ita
tions explicitly  provided in the presen t law, and th a t op po rtun ity  m ay 
be a t hand in view  of active discussion of new  food and d ru g  legisla
tion on th e  A dm inistra tion  level.
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FDA's Recommendation
In  a release dated Jan u ary  17, 1961, issued by the  H on. A rth u r S. 

F lem m ing, then  S ecretary  of the D ep artm en t of H ealth , E ducation  
and W elfare, the follow ing proposal w as advanced as rep resen ting  the 
F D A ’s recom m endation w ith  respect to  factory  inspection :

A m e n d m e n t s  ( a )  t o  e x te n d  t h e  f a c t o r y  in s p e c t io n  p r o v i s io n  o f  t h e  A c t  (7 0 4 )  
t o  a l l  r e c o r d s ,  f i le s , p a p e r s ,  p r o c e s s e s ,  c o n t r o l s ,  f a c i l i t i e s ,  a n d  t h in g s  b e a r in g  o n  
v io l a t io n s ,  o r  p o t e n t i a l  v io l a t io n s ,  o f  t h e  A c t  a n d  ( b )  to  c la r i f y  t h e  fac to ry -  
i n s p e c t io n  p r o v i s io n s  b y  e x p r e s s ly  in c lu d in g  c o n s u l t i n g  l a b o r a t o r i e s  ( t h e  f i r s t  
o f  t h e s e  is n o t  l im i t e d  t o  in s p e c t io n  r e l a t i n g  t o  d r u g s  a l t h o u g h  t h e  im m e d ia t e  
o c c a s io n  f o r  i t  a r i s e s  in  c o n n e c t i o n  w i th  d r u g  m a n u f a c t u r e ,  b e c a u s e  f o r  o b v io u s  
r e a s o n s  t h e  s a m e  a u t h o r i t y  is  n e e d e d  f o r  o t h e r  a r t i c l e s  s u b je c t  t o  t h e  A c t .

T he d ra ft of the law  w hich w as a ttached  to  the release reads as 
fo llo w s:

. . . and all records, files, papers, processes, controls, facilities, and things 
therein  bearing on w h ether articles w hich are adu ltera ted  o r m isbranded w ith in 
the  m eaning of this Act, o r w hich m ay not be m anufactured, in troduced into 
in te rs ta te  com m erce, o r sold or offered for sale by reason of any provision of 
this Act, have been or are being m anufactured, processed, packed, transported , 
or held in any such place.

T he tex t of the F D A ’s am endm ent, w hich w as review ed earlier 
th is  year by the B udget B ureau, is even b roader and is reported  to be 
as fo llo w s:

. . . and all th ings therein  (including records, files, papers, processes, con
tro l and facilities) bearing on w hether articles which are adulterated  or m is
branded  w ith in  the m eaning of th is Act, or which m ay no t be m anufactured, 
in troduced into in te rsta te  com m erce, or sold or offered for sale by reason of 
any provision of this Act, have been or are being m anufactured, processed, 
packed, transported  or held in any such place, or otherw ise bearing on violations 
o r potential violations of this Act.

P resid en t K ennedy in his 1962 S ta te  of th e  U nion  m essage to 
Congress in Jan u ary  of th is year has given his support to  some ex
pansion of F D A ’s inspection pow ers. H e said :

T o  p r o t e c t  o u r  c o n s u m e r s  f r o m  th e  c a r e le s s  a n d  t h e  u n s c r u p u lo u s ,  I  s h a l l  
r e c o m m e n d  i m p r o v e m e n ts  in  th e  f o o d  a n d  d r u g  l a w s  s t r e n g t h e n i n g  i n s p e c t io n  
a n d  s t a n d a r d s ,  h a l t i n g  u n s a f e  a n d  w o r th l e s s  p r o d u c t s ,  p r e v e n t i n g  m is l e a d in g  
l a b e ls  a n d  c r a c k i n g  d o w n  o n  t h e  i l l ic i t  s a le s  o f  h a b i t  f o r m i n g  d r u g s .

T he portion  of th is  paragraph  w ith  w hich w e are particu larly  con
cerned is “ I shall recom m end im provem ents in th e  food and drug  law s 
s tren g th en in g  inspection . . .”

I t  is in terestin g  to  note, how ever, th a t in his m essage to Congress 
on M arch 15, 1962, on consum er protection  he did no t specifically in 
clude in his recom m endation for proposed legislation a bill to  expand 
th e  F D A ’s inspection powers.
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H ow ever, in a talk  en titled  “T he F D A  and C onsum er P ro tec tio n ” 
m ade by M r. G eorge P. L arrick , Com m issioner of Food and D rugs, on 
Jan u ary  23, 1962, a t the annual m eeting  of the  N ational C anners A sso
ciation, 17 F ood D rug Cosm etic  L aw  J o urnal  266, he s ta ted  th a t an 
additional com pelling reason for increased factory  inspection pow ers 
was the greatly increased use of food additives. H e .stated that he deemed 
it  essential for FD A  to  have access to  m anufac tu ring  form ulas to  de
term ine th a t p rop er ingred ien ts are being used in the proper 
am ounts and access to  control records to determ ine w h a t steps are 
em ployed to  gu ard  against errors. In  addition  he re ite ra ted  the  need 
to  have access to  com plain t records and correspondence files which 
F D A  claim s are a m ajo r source of determ in ing  bad practices.

T here  can be no d ispu te abo u t the  fact th a t increased factory  in
spection as sough t by F D A  could be effective in some instances as a 
m eans of easing adm in istra tive  difficulties. In  the food additive field 
th e  F D A  could check on the  p roper use of additives m uch m ore 
easily and quickly by  looking a t the  form ula cards th an  they  can by 
m aking analyses of the products in w hich the additive w as used. 
H ow ever, so far as the shady opera to r is concerned we believe th a t it 
is unlikely th a t the records m ade available for F D A  inspection could 
be relied upon.

Industry’s Right to Privacy Considered
T he basic question, then, w hich is posed by th is proposal is 

w h eth er ease of adm inistra tion  ou tw eighs the righ ts of reputab le  and 
responsible business m en to  be secure in th e ir privacy w ith  respect to 
h igh ly  confidential and essential production  know ledge w hich th ey  feel 
they  should disclose to  no one.

F rom  m y discussions w ith  in du stry  counsel and o ther rep re 
sen ta tives of m anagem ent of a num ber of food com panies I find th a t 
a s tro n g  in du stry  sen tim en t exists in opposition to  th is  proposal. 
T hey  feel th a t the broad reach of th is proposal involves the  pow er to 
conduct fishing expeditions w ith ou t any requirem ent of probable 
cause to  believe th a t the law  has been v iolated and w ith o u t any  re
qu irem ent of subpoena w hereby  the p a rty  proceeded against can have 
th e  pro tection  of a court. T he reasons for in d u stry  opposition are well 
expressed by  M r. Sam uel A. M cCain in his speech of Jan u ary  24, 1962, 
before the  Section of Food, D ru g  and Cosm etic L aw  of the  N ew  Y ork 
S ta te  B ar A ssociation, 17 F ood D rug Cosm etic  L aw  J ournal  209.
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T his in du stry  sen tim ent is reflected in the reso lu tion  opposing 
the  proposal adopted on Jan u a ry  22, 1962 at the 55th A nnual Conven
tion of the N ational C anners A ssociation. T hose persons w ith  whom  
I have discussed the m atte r feel th a t the proposal entirely  overlooks 
the fact th a t m ost m anufactu rers have a high sense of public responsi
bility. T here  is no basis whatsoever to believe th a t leg itim ate in du stry  
w ill m isuse food additives or em ploy incom petent people. In d u stry  
has the h ighest stake in m aking certain  th a t our food supply should 
con tinue to  be the m ost wholesom e and of the  h ighest quality  in the 
w orld. T h ey  cannot afford to  neglect their responsibility . T he sen ti
m en ts expressed to  me are well sum m ed up in th is sentence from  the 
N ational C anners A ssociation’s reso lu tion :

B ut the m ost significant protection  for the consum er derives from  the 
nationw ide grow ing and processing of food th roug h  the conscientious efforts 
of individual en terprises to  provide consum ers w ith wholesom e and fine food.

I t  also seem s to me th a t th is proposal overlooks the fact th a t the 
inspection pow ers tvhich are exercised by the F D A  are a p a rt of a 
regu la to ry  schem e au tho riz ing  inspections to  encourage full and 
p roper com pliance. T hey  are in tended to  p ro tec t the health  and lives 
of the  public by p reven ting  the  channels of in te rs ta te  com m erce from 
being used for the d istribu tion  of adu ltera ted  and m isbranded food, 
drugs, devices and cosm etics. T he inspections are norm ally a m atte r 
of routine checking, and are not necessarily or norm ally based on any 
prio r suspicion or determ ination  th a t any  law has been or is being 
violated.

As has been pointed out, one purpose of such inspections is to  
encourage com pliance w ith  the  Food, D ru g  and Cosm etic A ct by 
b rin g in g  to  ligh t conditions w hich m ay cause products to be adu l
te ra ted  or m isbranded, thus enabling  m anufactu rers and processors to 
correct conditions and to  w ithhold  adu ltera ted  or m isbranded products 
from  the  channels of in te rs ta te  com m erce.

Securing Greater Industry Cooperation
If the F D A  w ould exercise its inspection pow ers in th is sp irit of 

encouraging com pliance, ra th e r th an  as an initial step in crim inal 
proceedings they  m ight find th a t they  could secure m uch w ider 
indu stry  cooperation. If they  confined th e ir  exam ination to the 
sub jects authorized  by the p resen t law and then  notified a responsible 
com pany m anager th a t additional inform ation w as requested for a 
declared good reason it is possible they  m ight find th a t there is a
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large area for constructive  cooperation, particu larly  if the  requested 
m aterial could be m ade available to  F D A 's scientific staff in W ash in g 
ton, D. C , ra th e r th an  to  a field inspector. W hile  the m anufacturer 
has ju s t fears about disclosing confidential in form ation to  anyone, I 
believe th a t some of them  m ight be overcom e if FD A  scientists 
furn ished him  w ith  convincing reasons w hy disclosure w ould further 
the rem edial purpose of the law. P erhaps if such F D A  personnel 
w ould m ake full use of th e ir  pow ers of persuasion they  m ight find 
th a t business m en w ould respond to  th e ir  requests. Such a policy 
w ould offer som e safeguards w hich m ight appeal to  industry . I t  
w ould certa in ly  be a g rea t im provem ent over the presen t F D A  policy, 
w hereby its inspectors are in struc ted  to ask for form ulas, and o ther 
m ateria l to  w hich th ey  are no t legally entitled. U nder the  presen t 
policy the  FD A  m ay be expected to  place the uninform ed at a g reat 
disadvantage. Such policy tends to create an un fo rtuna te  resen tm ent 
on the p a r t of in du stry  w ith  a resu lting  lack of cooperation. I suggest 
th a t if the  problem  of inspection is a ttacked  responsibly by bo th  
sides it is possible th a t a solution m ay be found w ith ou t the  enact
m ent of a law  of doubtful constitu tionality .

A Proposed Solution
E v ery th in g  I have said so far has suggested  th a t in du stry  feels 

th a t no change in the  p resen t law  is necessary. H ow ever, a legislative 
schem e has occurred to  me w hich I believe w ould give F D A  the 
in form ation it needs relative to food and color add itives w ith ou t 
offending in d u s try ’s righ t of privacy.

I suggest legislation w hich w ould authorize  F D A  to require an 
affidavit from  an official corporate rep resen ta tive  s ta tin g  th a t an 
exam ination  of the  com pany’s form ula cards and processing operations 
kep t in the  regu lar course of business, discloses th a t th e  food or 
color additive nam ed is no t used in excess of a certain  sta ted  am ount. 
T h is w ould give F D A  the needed in form ation relative to  these 
additives th a t th ey  w ould secure from  access to  the  records, bu t 
w ith o u t disclosure of the o ther confidential in form ation show n in the 
records.

I t  is m y sincere belief th a t th is proposal should be sa tisfacto ry  
to  bo th  in du stry  and governm ent. I hope it m ay be looked upon w ith 
favor by the C ongress as a su itable solution w hich w ill provide the 
F D A  w ith  the  needed additional au th o rity  to  p ro tec t the  consum er 
in the food and color add itive field. [The End]
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