
VOL. 24, NO. 5 May 1 969

ÎUUiJ'JiiiJ'J' Ibjjj L'û 'jï
J O U R N A L

Drug, Device, Cosmetic? (Part I)
..................................................................STEPHEN WEITZMAN

Report of the Sixth Session of the Joint 
FAO-WHO Codex Alimentarius Com
mission ........................... FRANKLIN M. DEPEW

A C O M M E R C E  C L E A R I N  
PUBLISHED IN ASSOCIATION WITH THE

G H O U S E  P U B L I C A T I O N
FOOD AND DRUG LAW INSTITUTE, INC. ’M \ ( 5



H E  E D IT O R IA L  P O L IC Y  of this
J ournal  is to  record the progress of the 

law in the field of food, drugs and cosm etics, 
and to provide a constructive  discussion of it, 
according to the highest professional s tan 
dards. T he F ood D rug Cosm etic  L aw  J ournal  
is the only forum  for cu rren t discussion of 
such law and it renders an im portan t public 
service, for it is an invaluable m eans (1) to 
create a b e tte r know ledge and un derstand ing  
of food, d rug  and cosm etic law. (2) to p ro 
m ote its due operation and developm ent and 
thus (3) to  effectuate its g rea t rem edial p u r
poses. In  short: W hile th is law receives norm al 
legal, administrative and judicial consideration, 
there rem ains a basic need for its appropriate  
study  as a fundam ental law of the lan d ; the 
J ournal  is designed to satisfy  th a t need. T he 
editorial policv also is to allow frank discussion 
of food-drug-cosmetic issues. The views stated 
are those of the contributors and not neces
sarily those of the publishers. On this basis, con
tributions and comments are invited.

The F o o d  D r u g  C o s m e t i c  L a w  J o u r 
n a l  i s  published monthly by Commerce 
C learing H ouse, Inc. Subscription price: 1 year, $20; single copies, $2. 
E dito rial and business offices, 4025 W. Peterson Ave., Chicago, 111. 60646. 
Printed in United States of America.

May, 1969
Volum e 24 •  N um ber 5

Second-class postage paid at Chicago, 
Illinois and at additional m ailing offices.



Food D rug Cosmetic L aw 
Journal

Table of Contents...........May, 1969

Page
Reports to the R ea d er ...............................................................  219

F D A ’s Intensified Drug Inspection P r o g r a m ...................
........................................................................A lfred B arnard  220

Drug, Device, Cosmetic? (Part I)  . Stephen W eitzm an 226

Report of the Sixth Session of the Joint F A O /W H O  
Codex Alimentarius Commission ...................................
...............................................................F ran k lin  M. D epew  250

Food Control and Food Standards for Consumer Protec
tion in D eveloping Countries .........................................
...........................................................H ans P. M ollenhauer 259

V O L U M E  24 N U M B E R  5

©  1969, C om m erce C learing H ouse, Inc., Chicago, Illinois 60646 
All R igh ts  R eserved

P rin ted  in the U nited  S tates of A m erica



F o o d  D r u g  C o sm etic  La w  J o u r n a l
Editorial Advisory Board

F ran k  T . D ierson, New Y ork  City, C h a irm a n ;  Secretary, The Food and D rug Law 
In stitu te

W arre n  S. A dam s, I I ,  New York City, General Counsel, Corn Products Company
H . T hom as A uste rn , W ash ing ton , D. C., G eneral Counsel, N ational C anners A ssociation
K endall M. Cole, W hite  Plains, New York, Vice P residen t and G eneral Counsel, 

G eneral Foods C orporation
R obert E . C urran , Q. C., O ttaw a, Canada, L egal A dvisor, C anadian Department

of N ational H ealth  and W elfare
F ran k lin  M. Depew , New Y ork  City, President, The Food and D rug Law Institute 
A. M. G ilbert, New Y ork  City
Jam es F . H oge, N ew  Y ork City, G eneral Counsel, Proprietary Association of Am erica; Counsel, American Foundation for Pharmaceutical Education
Irv in g  H . Jurow , B 'oom field, N ew  Jersey , Vice President and General Counsel, 

Schering C orporation
V incent A. Kleinfeld, W ash ing ton , D. C., former Food and D rug Law Attorney, 

United S tates D epartm en t of Justice
M ichael F . M arkel, W ash ing ton , D. C , G eneral Counsel, Corn Industries  R e

search Foundation
B radshaw  M intener, W ash ing ton , D. C., former Assistant S ecre tary  of H ealth ,

Education , and W elfare
W illiam  E . Nuessle, N ew  Y ork  City, Vice P residen t an d  G eneral Counsel, N a

tional D airy  P rodu cts  C orporation
M errill E . O lsen, Chicago, G eneral Counsel, Q uaker O ats  Com pany
Jo h n  W . R iehm , E nglew ood Cliffs, N ew  Jersey, Vice P residen t and Secretary, 

T hom as J. L ipton, Inc.
C. Joseph  S tetler, W ash ing ton , D. C., P residen t, P harm aceu tical M anufacturers 

A ssociation
E d w ard  B row n W illiam s, W ashington, D. C , former Principal Attorney, United 

States Food and D rug Administration
Julius G. Z im m erm an, N ew  Y ork  City, A ttorney, The Coca-Cola E xport Cor

poration

T h e  E d it o r ia l  A d v is o r y  B o a r d  advises on polic ies, sub jec ts and au tho rs . 

I t  assumes no re sp o n s ib ility  o the rw ise . I t s  m em bers render th is  public 

service w ithou t compensation, in  o rder that the F ood D r u g  C o s m e t i c  L a w  

J o u r n a l  m ay comply w ith  the highest professional standards.

E d ito r of C om m ents: F rank lin  M. Depew 
E d ito r of C anadian L aw : R obert E. C urran , Q. C. 
E d ito r of F ore ig n  L aw : Julius G. Z im m erm an 
A ssociate E d ito r fo r E u ro p e : E rn s t Abram son, M. D. 
Scientific E d ito r: B ernard  L. O ser



REPORTS
TO THE READER

FDA’s Intensified Drug Incpcct'on Program.— In this article, beginning 
on page 220, A lfr e d  B a rn a rd , the Direc
to r of the B ureau of R egula tory  Com 
pliance of the Food and D rug  A dm in
istration , discusses the Intensified D rug 
Inspection  P rogram  and the experi
m ental P lan t E valuation  System . H e 
clarifies the purpose of each program , 
the drug  indu stry ’s reaction to them , 
and the goals he hopes they can achieve. 
Mr. B arnard  stresses the fact tha t only 
w ith the com plete cooperation of the 
drug  industry  can these program s suc
ceed and a rap po rt be established be
tw een industry , the consum er, and the 
Federal D rug  A dm inistration.

Drug, Device, Cosmetic? Part I.—
In  the first pa rt of his tw o-p art report 
beginning on page 226, S te p h e n  IV c itc -  
n w n , a Fellow  of the 1968-69 Food and 
D rug  Law  Institu te , discusses a de
tailed legislative h istory  and cites re 
cent cases tha t concern the law ’s defi
nition of “drug ,” “device” and cos
m etic.” T he au thor concludes that 
there will have to be additional litiga
tion before these definitions are prop
erly explained. T he second part of 
this report, w hich deals w ith the case 
law, will appear in the June edition of 
the F ood D r u g  C o s m e t i c  L a w  J o u r n a l .

B eginning on page 250, F ra n k lin  M . 
Depe-w, P residen t of the Food and 
D rug  Law  Institu te , Inc., presents his Report of the S'xth Session of the 
Joint FAO /W H O  Codex Alimentarius Commission. H e sum m arizes the p ro 
ceedings of the m eeting, its attendance, 
elections and business. Mr. Depew 
concludes tha t “while progress tow ard 
harm onization of food laws m ay be 
expected to proceed,” there are still 
m any difficulties th a t m ust be over
come.

Food Control and Food Standards for Consumer Protection in Deve'op- 
ing Countries.— H a n s  P . M o lle n h a u c r, 
Chief of the Food S tandards, A ddi
tives and R egulations Section of the 
Food and A gricu ltu ral O rganization  
(F A O ), discusses the need for newly- 
developing countries to establish a 
basic food contro l regulation. H e em 
phasizes the im portance of consum er 
education and the necessity  for skilled 
personnel to m ake the program  suc
cessful. Mr. M ollenhauer also advo
cates m em bership in the Codex Ali
m entarius, from  which new countries 
will gain a helping hand in their en
deavors. T h e article begins on page 
259.
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Food-Drug-Cosmetic law
------------------— -------- ----------------------------------

FDA’s Intensified 
Drug Inspection Program (IDIP)

By ALFRED BARNARD
Mr. Barnard Is the Director of the Bureau of Regula
tory Compliance of the Food and Drug Administration.

Th e  i n t e n s i f i e d  d r u g  i n s p e c t i o n  p r o g r a m  ( i d i p )
is one of the  m ajo r com pliance efforts cu rren tly  un derw ay by 

the  Food and D ru g  A d m in istra tion  (F D A ). I t  is also a m ajo r effort 
to w ard  an effective blend of vo lu n tary  and regu la to ry  com pliance. 
T he  basic concept evolved from  our previous experience in carry ing  
ou t d rug  inspections. In  the past, we carried  out d rug  inspections 
largely  as one-shot jobs. T he inspector visited the p lan t and inspected 
for violations and evidence to  prove the  violations. H e rem ained a 
re la tively  sho rt tim e—too sho rt a tim e to  determ ine w hether the 
p lan t could be expected to  consisten tly  operate  in com pliance. H e 
e ithe r estab lished an  ev iden tiary  basis for concluding th a t violations 
w ere occurring, in w hich case he te rm inated  the inspection and 
hastened  to  repo rt the  facts to  his superiors, or he rem ained long 
enough to  conclude th a t the  search for violations had reached the 
po in t of d im in ish ing  re tu rns.

W ith  the  passage of the  K efauver-H arris  A m endm ents, w hich 
included the  requ irem en t th a t d rugs be m anufactured  in accordance 
w ith  C u rren t Good M an ufac tu rin g  P ractices, it becam e necessary  to 
take ano ther look at the  w ay we w ere inspecting  d rug  plan ts. T here  
w as m ounting  concern over the  continued failure of m any d ru g  firms 
to  b rin g  th e ir operations in to  accord w ith  C urren t Good M anufac
tu rin g  P ractices, and over the  continued incidence of sub po ten t and 
o therw ise im properly  com pounded or im properly labeled d ru g  p repa
ra tions on the  m arket. D ru g  recalls w ere increasing. I t  was obvious 
th a t som e steps had to  be taken  to  im prove the situation .
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Why the ID1P W as Chosen
Several options w ere open to  FD A . W e could have sough t batch- 

by-batch  certification au tho rity , as now required  for antib io tics and 
insulin. W e are no t sure, how ever, th a t batch-by-batch  certification 
provides all the answ ers, and it is expensive besides. A nother a lte r
native w as to  seek licensing au th o rity  over d rug  m anufacturing , 
requ iring  a m anufactu rer to dem onstra te  com petence to  produce in
dividual p roducts before a license to  produce a d rug  w ould be granted .

A system  of continuous inspection, in w hich all m anufac tu ring  
operations w ould be under the  w atchful eye of a “resid en t” inspector, 
w as ano th er possibility  in w hich the D ep artm en t had an in terest.

Because of the very  h igh cost of these kinds of program s, either 
to  G overnm ent or industry , or both , and, in som e cases a t least, the 
lack of s ta tu to ry  au tho rity , we tu rn ed  to  a fourth  a lte rn a tiv e—the 
intensified inspection.

T h is concept envisions th a t a qualified inspector, or inspection 
team , will rem ain w ith  a specific d ru g  m anufactu rer on an essentially  
full-tim e basis un til sufficient fam iliarity  w ith  the  firm ’s operations 
has been acquired to  provide reasonable assurance th a t the firm is 
opera ting  in com pliance, or to  clearly  identify  the  firm ’s shortcom ings. 
As a m a tte r of basic policy, problem s are im m ediately  called to  top 
m anagem en t’s a tten tio n  du ring  the  course of the inspection. Such 
advice and assistance as is app ropria te  is offered by the. inspector, 
and, if necessary, by o ther m em bers of the  F D A  D istric t Office staff. 
T he em phasis is on b rin g in g  abou t im m ediate vo lu n tary  com pliance. 
O n the o ther hand, the consum er is no t deprived of th e  pro tection  to  
w hich he is en titled  since failure to  b rin g  about correction, w hether 
w illful or neg ligent, will, and in som e cases already has, led us to 
such in junctive relief or o ther action by the  app ropria te  U. S. D istric t 
Court. T he broad aim  is to  e ither b rin g  about the production  of 
legal d rugs or a cessation of d rug  production.

T here is ano th er im p ortan t fea tu re  of the  program  w hich relates 
d irectly  to  its V o lu n ta ry  Com pliance aspects. T his is a  pre-intensified- 
inspection conference w here the  D is tric t D irec to r or his rep resen ta 
tive sits down w ith  top  m anagem ent of the  firm involved and dis
cusses the procedures to  be em ployed, the  channels of com m unication, 
the  repo rting  m ethods and all of the various details. W e have found 
this procedure extremely helpful, both to us and to management, v
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V ery  few problem s have come to  our a tten tion  so far. Cne or 
two firms have expressed concern over the  fact th a t the inspector 
stays around  long enough to begin to learn some of the firm’s more 
closely guarded  m anu fac tu ring  or p roduction  secrets and have asked 
for some kind of assurance th a t th is im portan t inform ation will not 
be passed on to  com petitors. W e are sym pathetic  tow ard  th is con
cern. W e have pointed out, however, that our inspectors sign a s ta te 
m ent upon en te ring  the  service and ano ther upon leaving the  service 
w ith  respect to  the  restric tions on their use of any know ledge or 
in form ation acquired du ring  the  course of th e ir official duties, and 
also th a t Section 301 (j) of the  law provides crim inal penalties for 
those w ho transg ress these restric tions. I t  is also a fact th a t there 
has been no know n incident of th is  kind in the 60-odd years since there 
has been a F ederal food and d rug  law.

Data Subject to Modification
As you know , except for a few pilo t inspections, the Intensified 

Inspection  P ro gram  did no t begin un til Ju ly  1. D u ring  the first seven 
m onths o f.the  program , we in itia ted  143 inspections of m anufac tu rers 
of finished pharm aceuticals, and e ight inspections of independent 
laboratories. So far, we have te rm inated  22 inspections of m anufac
tu re rs  of finished pharm aceuticals. E igh teen  of these were te rm i
nated  a fte r we were able to conclude that the firms’ operations w ere 
such as to  provide a high degree of likelihood th a t th e ir products 
will consisten tly  com ply w ith  the law  ; four were te rm inated  for rea 
sons of noncom pliance, w ith  subsequent recourse to  the  C ourts. You 
will note th a t the vast m ajo rity  of the intensified inspections un der
taken are still in p rog ress— actually  129 ou t of 151 as of the  first of 
F ebruary . O bviously, th is  is w hy it isn’t yet feasible to  develop any 
final evaluation  of the  program .

O n the  o ther hand, we do have enough data  to  enable us to  begin 
to  draw  som e general conclusions, sub ject to m odification as we 
acquire add itional experience. F o r exam ple, it has already  becom e 
quite obvious th a t the program  has fostered a m uch b e tte r rapport, 
and m uch m ore effective com m unications, betw een indu stry  and 
FD A . The dialogue which has evolved in many instances between the 
top  m anagem ent of the  firm under inspection and the F D A  D istric t 
Office staff has proven m ost useful and helpful to  bo th  partic ipan ts.

W e in F D A  have the  im pression th a t the  in du stry  as a whole 
has reacted  very  favorably  to  the  intensified inspection approach. W e
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have no w ay of really know ing w hether th is im pression reflects a 
good public relations job on the p a rt of indu stry  or w hether th is 
really  is the  true  situation . W e certa in ly  hope the la tte r  is the  case.

O u r experience in the  program  so far has no t changed our view 
th a t serious inadequacies do exist in the production  and m arketing  
of p rescrip tion  drugs. I t  is becom ing apparen t, how ever, from  the  
inspections th a t these inadequacies are individual firm problem s ra th e r 
th an  across-the-board  in du stry  problem s.

Specifically, we have encountered  such w idely diverse th ings as 
traffic in stolen drugs on the part of the p residen t of one firm, the 
use of non-E nglish  speaking personnel in the  production  departm ent 
of a firm whose production  records are all in E ng lish  and none of 
whose first line superv isors w ere b i-lin g u a l; an em ployee w ho added 
the active ingred ien t to a batch, took a coffee break, re tu rned  and 
added it a second tim e; a capsule cleaning, polishing, and inspection 
m achine w hich had num erous inaccessible areas w here capsules could 
becom e lodged and subsequently  dislodged to  be com bined w ith  
capsules of different p ro d u c ts ; serious discrepancies betw een theo
retical and actual yield w hich are still under accountab ility  study  by 
the firm involved; insect infested raw  m aterials, and the  use of non- 
perm itted  colors. T here  are m any o ther in te restin g  exam ples th a t 
could be added to  th is  list.

IDIP and PEV— Separate Evaluations
T here is ano th er re latively  new  F D A  program  w hich I w ould 

like to  discuss briefly because it has caused some concern with indus
try . T his is the  P lan t E valua to r, or so-called P E V , System . T his 
program  has been w idely m isunderstood and, in spite of m y stron g  
p ro testa tion s on the  sub ject, som e of m y very  good friends in indu stry  
insist on e ither no t hearing  or disbelieving w h at F D A  has to say 
on th is  subject.

T he P E V  System , in the first place, is an experim ent. I t  w as 
suggested  to  us by  a firm of m anagem ent consu ltan ts w ho w orked 
w ith  F D A  over a 2-year period to  ass is t us in developing b e tte r w ays 
to  do our job. In  the last tw o or th ree  years F D A ’s program  em 
phasis has broadened from  a basic law  enforcem ent concept to a 
problem -solving o rien tation . As th is has taken  place, we have become 
m ore and m ore aw are of the fact th a t we really  don’t know  w h at our 
problem s are in m any instances. W e have a w ealth  of in form ation 
abou t individual firm s b u t very  little  available in form ation about
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industries, changes w hich have taken  place in industries, and the 
general com pliance s ta tu s  of industry .

T he  purpose of the  P E V  System  is to  try  to  ob ta in  som e data 
w hich will be useful in th is  connection. W e in tend to  com pare 
practices in a given in du stry  a t som e po in t in tim e w ith  practices 
in the  sam e in du stry  a t a subsequent po in t in tim e in o rder to 
m easure w h a t changes have taken  place and, if possible, to  relate 
these changes to  m easures taken by industry , by F D A , by sta te  and 
local au tho rities, or perhaps as a resu lt of o ther ou tside influences.

T he P E V  form  for a given indu stry  lists a  num ber of th ings 
called key indicators. I t  seem s th is w as an un fo rtu n a te  choice of 
w ords because it lead a num ber of people to  conclude th a t F D A  had 
decided these  w ere the  “m ake or b reak ” item s in m easuring  th e  com 
pliance s ta tu s  of a firm. Such is no t the  case.

W e have said m any tim es before, and I will say it again, th a t 
the P E V  System  is no t in tended in any sense as a  m easure of the 
com pliance s ta tu s  of any  firm. T he P E V  data  are sen t in to head
qu arte rs  separate  and ap a rt from  th e  repo rt of the  inspection . T he 
da ta  sheets are no t evaluated  by the  D istric t. T hey  are being  incor
porated  in to  a com puterized  system  here w hich, hopefully, w ill perm it 
analyses of th e  data  from  several standpoin ts, none of w hich w ill be 
re la ted  to  any  individual firm.

W e have had a num ber of com plain ts from  various firm s and 
som e C ongressm en th a t the  “requ irem en ts” set fo rth  in th e  P E V s  
are un realistic  and  th a t they  “w ill force firm s ou t of business.” T h ere  
are no requ irem en ts in the  P E V s. T he  P E V s sim ply identify  various 
specific item s w hich we in tend  to  check th ro u g h o u t an in d u stry  from  
tim e to  tim e to  identify  problem  areas and to  m easure changing  
practices.

Some firms have urged  th a t they  be allow ed to  assist th e  inspector 
in com pleting  the  P E V  answ er s h e e t ; som e firms have even gone so 
far as to  request th a t we no t com plete a P E V  answ er sheet w ith  
respect to  them . As a m a tte r  of fact, in struc tion s to  our inspectors 
are to  avoid com pleting  any  p a r t of the  P E V  answ er sheet in the 
p lan t or du ring  the  inspection specifically to  avoid g iv ing  the  im pres
sion th a t the  sheet is some kind of compliance checklist. T he inspec
to r is in struc ted  to  b rin g  back in his notes the  necessary  factual in
form ation and com plete the P E V  answ er sheet a t the  office.

In  the  las t few years, F D A  has g rea tly  im proved its com m uni
cations w ith  regu la ted  industry . I can well rem em ber the  tim e w hen,
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had we in itia ted  som eth ing like the  P E V , it w ould have been high ly 
confidential, and in du stry  would have been told little  or no th ing  
abou t it. T he p resen t policy of F D A  does no t support th is kind of an 
a ttitu d e . T herefore, w hen we decided to  experim ent w ith the P E V  
System  we m ade th is in form ation available to indu stry  and assured 
in terested  in du stry  th a t we w ould not object to their hav ing copies 
of P E V s, if they  desired them .

B ut in inform ing indu stry  th a t we were going to have our 
inspectors record som e specific data du ring  an inspection for la te r 
transla tio n  to  a com puterized study , we did not in tend to create the 
basis for negotiations w ith  in du stry  about w h at data  FD A  should 
or should no t collect and com puterize for analysis. T his is F D A ’s 
experim ent and, obviously, we are the  ones w ho m ust decide the 
kinds of data  th a t are needed to  carry  it out. But le t me re ite ra te  
th a t the P E V  System  is no t now, and is not con tem plated  to  become, 
an in specto r’s checklist or score card to m easure the com pliance 
s ta tu s  of any  individual firm. I hope th is  eases the concerns some of 
you m ay have.

T o re tu rn  to  the  intensified inspection and its relation to  the 
P E V , our p resen t instructions call for the  inspector to com plete (in 
the  office, as I said before) a P E V  answ er sheet at the s ta r t of an 
intensified inspection, and a second sheet at the  te rm ination  of an 
intensified inspection. A fter we have pairs of P E V s from  a s ta tis 
tically  significant sam ple of the pharm aceu tical m anufac tu ring  indus
try , we will take a look at these data, and then, and only then, in m y 
opinion, will we be able to reach some conclusions as to w hether the 
P E V  System  can yield m eaningful in form ation about the pharm a
ceutical indu stry  as a whole.

A ny valid in form ation we are able to derive from  the P E V  
System  will be m ade freely available to  any in terested  industry . I 
see no reason w hy such in form ation should no t serve as a basis for 
discussion betw een FD A  and a particu lar indu stry  about the signifi
cance and in terp re ta tion  of P E V  data. Such a dialogue could provide 
a basis for in du stry  im provem ents, the developm ent of m ore effective 
approaches by FD A , refinem ent and sophistication  of the  system  itself.

To sum m arize very  briefly then, we th ink  the ID IP , as we see 
it now, is w ork ing well and we are favorably  inclined to w ard  con tin 
uation  of the  program , certa in ly  un til the en tire  in du stry  has been 
covered. W e have found significant pluses in the program  for both 
industry , the consum er and FD A . [The End]
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Drug, Device, Cosmetic?—Part I
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AL T H O U G H  T H E  F E D E R A L  F O O D , D rug  and Cosm etic A c t1 
has been on the s ta tu te  books for th ir ty  years, the  federal courts 
have no t un til recen tly  been called upon to  exam ine and explain the 

definitions of the  te rm s “d ru g ” , “device” , and “cosm etic”. D espite 
the sudden presence of several critical cases,2 no exact delineation 
of th e  boundaries and overlap of these definitions has been m ade 
w ith  logical and  precise basis. D ue to  cu rren t advances in biom edical 
engineering, p roducts never conceived of by the d rafters of th e  s ta tu te  
will nevertheless have to  be classified in to these categories.

T he F ederal Food, D rug  and Cosm etic A ct w as passed to  pro tect 
“ the public h ea lth ” by reg u la tin g  the  prepara tion  and dissem ination 
of food, drugs, devices and  cosm etics. T he respective definitions of 
the classes of products are set forth in Section 201 of the Act as follows:

(f) T he te rm  “food” m eans (1) articles used for food or drink  for m an 
o r o the r anim als, (2) chew ing gum , and (3) articles used for com ponents of 
an y  such article.

(g ) (1) T he  term  “d ru g ” m eans (A ) articles recognized in the official 
U nited S tates Pharm acopoeia, official H om eopathic P harm acopoeia of the U nited

1 21 U. S. C. 301-92 (1964).
2 A M P  In co rp o ra te d  v . J o h n  IV . G ard 

ner, H E W  S e c re ta r y , C C H  F ood  D r u g  

C o s m e t i c  L a w  R e p o r t s  1} 80,192, 389 
F. 2d 825 (CA-2, 1968), aff’g  275 F. 
Supp. 410 (D C  NY, 1967), cert, denied, 
U . S. Sup. Ct., 1968. U .S .  v . A n  A r t ic le  
oj D ru g  * * * B a c to -U n id isk  * * *, CCH 
F ood  D r u g  C o s m e t i c  L a w  R e p o r t s

H80,231, (U . S. Sup. Ct., 1969), rev’g  
392 F. 2d 21 (CA-6, 1968). U . S . v . A n  
A r t ic le  * * * “L in e  A w a y , T e m p o ra ry  
W r in k le  S m o o th e r , C o ty ” * * *, CCH 
F ood D r u g  C o s m e t i c  L a w  R e p o r t s  
1f80,20l, 284 F. Supp. 107 (D C  Del., 
1968). U. S . v . A n  A r t ic le  * * * S u d d e n  
C hange , CCH F ood  D r u g  C o s m e t i c  L a w  

R e p o r t s  1f 80,229 (CA-2, 1969), rev’g 288 
F. Supp. 29 (D C  NY, 1968).
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States, or official N ational Form ulary , or any supplem ent to any of them ; and 
(B ) articles intended for use in the diagnosis, cure, m itigation, trea tm en t, or 
prevention  of disease in m an or anim als; and (C) articles (o ther than  food) 
intended to affect the s tru ctu re  or any function of the body of m an or o ther 
an im als; and (D ) articles intended for use as a com ponent of any articles 
specified in clause (A ), (B ), or (C ); but does not include devices or their 
com ponents, parts or accessories.

(h) T he term  "device” (except w hen used in paragraph  (n) of this section 
and in sections 301 (i), 403(f), 502(c), and 602(c)) m eans instrum en ts, apparatus, 
contrivances, including their com ponents, parts, and accessories, intended (1) 
for use in the diagnosis, cure, m itigation, treatm en t, or prevention of disease in 
m an or o ther anim als; or (2) to affect the s tru ctu re  or any function of the body 
of m an or anim als.

(i) T he term  “cosm etic” m eans (1) articles intended to be rubbed, poured, 
sprinkled, or sprayed on, in troduced into, o r otherw ise applied to the hum an 
body or any pa rt thereof for cleansing, beautifying, prom oting  attrac tiveness, 
or a ltering  appearance, and (2) articles intended for use as a com ponent of any 
such articles; except tha t the term  shall not include soap.

U n der certa in  circum stances a d rug  m ay also be defined as a 
“new d ru g ”3 w ith  app ro p ria te  consequences w hich will be explained 
shortly .

In  m ost instances the  A ct prescribes sim ilar regula to ry  s tru c 
tu res  for products classified as “d rugs.” “ devices” or “cosm etics.” 
T he sam e sanctions, nam ely, crim inal p rosecu tion ,4 in junction ,5 and 
seizure,6 m ay be invoked for in troducing  these products in to  in te r
s ta te  com m erce or receiv ing them  in in te rs ta te  com m erce if they  are 
adu lte ra ted  or m isbranded. A ccording to the  Suprem e C ourt in 
United States v. Dotterweich,7 all persons who are responsible for the 
illegal transac tion  are crim inally  liable including the m anufacturer, 
d is tribu to r, corporate officer, agen t or em ployee, even though  they  
had no d irect p a rt in the  questioned transaction . T he im portan t 
d istinction  betw een the  regula tion  of “d ru g s” and o ther categories is

3 21 U . S. C. 201 (p) T he term  “new
d ru g ” m eans— (1) A ny drug  the com 
position of which is such th a t such 
drug is not generally recognized, among 
experts qualified by scientific tra in ing
and experience to evaluate the safety 
and effectiveness of drugs, as safe and
effective for use under the conditions 
prescribed, recom m ended, or suggested 
in the labeling thereof, except that such 
a  d rug  not so recognized shall not be 
deem ed to be a “new d ru g ” if a t any 
tim e prior to the enactm ent of this 
A ct it w as subject to the Food and 
Drugs Act of June 30, 1906, as amended, 
and if at such tim e its labeling con-
DRUG, DEVICE, COSM ETIC?----PART I

tained the same represen ta tions con
cern ing the conditions of use; or (2) 
A ny d rug  the com position of w hich is 
such th a t such drug, as a result of in
vestigations to determ ine its safety and 
effectiveness for use under such con
ditions, has become so recognized, but 
which has not, otherw ise than  in such 
investigations, been used to  a m aterial 
ex ten t or for a m aterial tim e under 
s'uch conditions.

4 21 U. S. C. §333. (Supp. I, 1965).
3 See footnote 4, note 1, § 332.
6 See footnote 4, § 334.
7 320 U. S. 277, 64 S. Ct. 134 (1943).
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the requ irem en t under Section 505s th a t “ No person shall in troduce 
or deliver in to  in te rs ta te  com m erce any new drug, unless an approval 
of . . . ” a  “new d ru g ”9 application “ is effective w ith  respect to  such 
drug ,” and under Section 506 and 507 which require batch  te s tin g  and 
certification of insulin  and specific antib io tic  d ru g s .10

T he required  new  drug  application (N D A ) is a leng thy  com pila
tion of clinical and anim al tests  perform ed b)  ̂ the  m anufactu rer to 
prove th a t his d ru g  is bo th  safe and effective.11 T he clinical te s tin g  
and  filing of an N D A  involve the  expend itu re of a very  considerable 
am ount of m oney before the product is m ark eted .12 T his governm ent 
approval, if secured, can come after m any m onths or years .13

Because there  are overlapping elem ents in the above definitions 
and because there  are no precise guidelines, counsel is faced w ith  a 
difficult classification problem  each tim e a new product is developed 
w hich m ay fall w ith in  the scope of these definitions. Counsel m ay

8 21 U. S. C. § 355, and to a limited ex
tent under § 357.

0 The “New D rug” provisions present 
a m ethod of en suring  th a t the public 
is protected against mistakes of science. 
(C hristopher, C ases and  M a te r ia ls  on  
F o o d  and  D ru g  Lazo, 429 (1966). T he 
process of evaluating the effectiveness 
of a drug  followed by the governm ent 
has three steps: first, the benefit of 
the d rug  is determ ined; second, the 
risk; third, it weighs the relative values. 
(See Sen. Rep. 1744, 87th Cong., 2d 
Sess. 14 (1962). H ow ever: “T he  judg
m ents of society are not necessarily 
consisten t w ith scientific facts. N either 
are they alw ays logical. T hey  can be 
and sometimes- are, arb itrary . Even so, 
neither the executive nor the legisla
tive branches of governm ent can long 
ignore them . If  it should becom e the 
overw helm ing public view tha t society 
should drastically  lim it the risk no 
m a tte r how m uch good a d rug  can 
do, then we would be forced to rem ove 
from  the m arket m any drugs whose 
good far outw eighs their harm . C ar
ried too far, such developm ents would 
seriously impede the progress of medi
cine.” (S ta tem en t of G eorge P. L ar- 
rick, fo rm er C om m issioner of Food 
and D rugs, during H earings on D rug  
Safety Before Subcom m ittee of Com-
PAGE 228

m ittee on G overnm ent O perations, H . 
R. 88th Cong. 2d Sess. 149-154 (1964). 
C hristopher, 448-451.)

10 § 337 of the A ct provides th a t no 
d rug  contain ing an antibiotic m ay be 
m arketed unless the batch has been 
certified.

" T h e  K efauver-H arris  A m endm ents 
of 1962, 76 Stat. 780, changed the def
inition of “new d ru g s” to include those 
drugs not generally  recognized as both 
safe and e ffe c tiv e  by qualified experts. 
This amendment was passed as a direct 
result of the T halidom ide tragedy. 
See, Toulm in, T h e  L a w  o f F o o d , D ru g s  
and  C o sm etics , § 53.1 (2 ed. 1963) and 
Sen. Rep. 1744, 87th Cong., 2d Sess. 
11962).

12 A ccording to  H appold , M ed ic in e  a t 
R is k ,  186 (1967) the outlay on toxicity  
tests and clinical trials to satisfy the 
FD A  on antibiotics w as in the order 
of $210,000, plus the cost of adm inis
tering  the w ork

13 See 21 F ood D r u g  C o s m e t i c  L a w  
J o u r n a l  21 (January , 1966). 22 F ood 
D r u g  C o s m e t ic  L a w  J o u r n a l , 382 (July, 
1967). Since 1962 the num ber of N D A s 
and the percentage approved have de
clined while the average processing 
tim e has increased.

( C o n tin u ed  on  n e x t  p ag e.)
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seek the  assistance of the Food and D rug  A dm inistra tion  (F D A ) 
w hen he is unsure  w hether the  product m ay be classified as a drug, 
b u t he is w arned th a t he will autom atically  be told th a t the product 
is a d ru g .14 If  he fails to consult the FD A  and independently  de ter
m ines th a t the product is not a drug, his client faces the hazard  of 
m ark etin g  a p roduct w hich m ay la ter be classified by the  F D A  as a 
d rug  and possibly a “new d ru g ” w hich will no t have been precleared 
by the agency and is therefore m arketed  in violation of the  s ta tu te .

Choosing to  avoid the F D A , therefore, m ay la ter place counsel 
in the  unenviable position of hav ing his client face seizure, in junction  
or even a crim inal action  in courts w hich tend  to  favor the  G overn
m en t’s po in t of view .15 F o r “the  Food, D rug , and Cosm etic A ct is to 
be liberally  construed  to  carry  out its s ta tu to ry  purpose to  pro tect the 
public.”16

Several approaches in s ta tu to ry  in te rp re ta tio n  m ay be used in 
classify ing the  new product under the definitions of th is  Act. E ach 
approach, because of som e fundam ental prem ise, has a p redeterm ined
(F o o tn o te  13 co n tin u ed .)

F D A  F IG U R E S  1966 F o o d  D ru g  P .M .A . F ig u re s* *
A p p lica tio n s  C osm . L . J .  N o. o f  N D A s

Y ear H a n d led A p p ro v a ls A ppls. A p p r. in  su rv e y Av. d ay s
1958 353 208 153 1021959 375 231 369 230 172 1061960 321 165 127 1361961 276 133 98 1911963 189 67 179 67 61 3271964 160 841965 203 53

** P h a rm a ce u tic a l M a n u fa c tu re rs A sso c ia tio n B u l le t in  64-6, M arch  12, 1964: see  22F ood Drug Cosmetic L aw J ournal 360 ( J u n e , 1967).
In  the J o u rn a l o f N e w  D ru g s , March- 

April, 1964, M r. L arrick , form er Com 
m issioner of the F D A  discussed his re
view of the “chronology of a particu lar 
new drug  application tha t contained 
over nine volumes and about 4,000 pages 
of data. In  all it took the F D A  195 
days to review and evaluate this appli
cation. D uring this time, tw enty-nine 
of our professional staff represen ting  
eleven different units participated , as 
did six outside consultants. T w o spe
cial inspections of the drug  m aker’s 
facilities were necessary, and analy ti
cal tests  had to be m ade by two of our

d istric t laboratories. O ur B ureau of 
M edicine held th ree special staff con
ferences plus an o ther conference w ith 
the m anufacturer. D u rin g  the same 
tim e we had to handle nineteen con
tacts m ade by the sponsor. T his p a r
ticular case is not unusual. T h e F D A  
in fiscal year ending 1963 alone re 
ceived 1,100 new drug  applications. 
T rue  som e w ere shorter and required 
less tim e to process, but, on the o ther 
hand, m any were even m ore com pli
cated and required an even g rea ter 
am ount of tim e and effort.” H appold , 
M ed ic in e  at R is k  186 (1967).

14 C om pare 21 F ood D r u g  C o s m e t i c  16 U n ite d  S ta te s  v . U rb e te it, 335 U. S. 
L a w ' J o u r n a l  26 (January, 1966). 355, 69 S. Ct. 112 (1948) and others.

15 C o m p are  22 F ood D rug C o sm etic
L a w  J o u r n a l  382-4 ( Ju ly , 1967).
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re su lt.17 * In  o rder properly  to  in te rp re t th is s ta tu te , the  w ords of the 
definitions m ust be reconciled w ith  the  legislative h is to ry  of the  A ct 
including the  concrete exam ples given to  illu stra te  the na tu re  of the 
products w ith in  the  classifications. O nly upon full consideration of 
the  language, the  purpose and th e  legislative h is to ry  of the  A ct can 
a proper ju dg m en t be rendered.

In  o rder no t to  elim inate any m aterial w hich m ay possibly be 
cited to  rebu t the position taken in th is article, a com prehensive 
review  of th e  legislative h is to ry  will be provided w ith  as m uch 
orig inal tex t as possible.

The Legislative History
. . . ( W ) h a t  is m ore to the point as we are in this case in te rp re ting  legisla

tive enactm ent, it is our du ty  to  try  to discover and carry  out the legislative 
purpose, not to inject our own notions of desirable policy; . . , 'R

In  the  decisions by the  cou rts  con stru in g  the  definition, th ere  is 
no com plete analysis of the  legislative h isto ry  w hich supported  its 
position and om itted  o ther re levan t p arts  w hich con trad ic ted  it. The 
follow ing analysis of th e  h is to ry  is m ore com plete.

T he P u re  Food and D ru g  A ct of 1906 was the first com prehen
sive m easure to . con trol fraud  in food and m edicine. As enacted in 
1906 the term  “ d ru g ” was defined as :19

. .  . all m edicines and preparations recognized in the U nited  S tates P harm a
copoeia or N ational F o rm u lary  for in ternal or ex ternal use, and any substance 
o r m ix tu re of substances in tended to be used for the cure, m itigation, or preven
tion of disease in m an or o ther anim als.

T his definition lim ited th e  products classified as d rugs to  those 
used explicitly  for m edicinal purposes.20

In  A pril, 1933, p rio r to  the  in troduction  of the  first m ajo r revision 
of the  A ct, the  D ep artm en t of A gricu ltu re  held a series of conferences 
on the  problem s presen ted  because of deficiencies in the  1906 Act.

17 Llewellyn, “Remarks on the Theory 
of A ppellate Decisions and the Rules 
of Canons. A bout .How S ta tu tes  are to 
be C onstrued,” 3 V a n d e rb il t  L a w  R e 
v ie w  395, 398-406.
. w  In g o  v . K o c h , 127 F  2d 667 at 668 
(2d Cir. 1942). .

19 Dunn, F ed era l F oo d , D ru g  and  C o s
m e tic  A c t— A  S ta te m e n t  o f I t s  L e g is la 
t iv e  R e c o rd  1338 (1939) (hereinafter, 
D u nn).

20 As early as 1917 the Chief of the 
B ureau of C hem istry, then  in charge

of the adm inistra tion  of the 1906 Act 
reported th a t am ong its conspicuous 
lim itations w ere: “. . . the lim itations 
placed upon the term  “d ru g ” by the 
definition which render it difficult to 
contro l injurious cosm etics, fraudulen t 
m echanical devices used for the rap eu 
tic purposes, as well as fraudulen t 
remedies for obesity and leanness.” 1917 
A nnual R eport, reprin ted  in F ed era l  
F oo d , D ru g  and  C o sm etic  L a w —A d m in 
is tra tiv e  R e p o r ts , 1907-1949, 355 at 370 
(1951).
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S uggestions w ere m ade to  am end the definition of the te rm  “d ru g ” 
and th ereb y  enlarge the scope of the s ta tu te  to in c lu d e :

1. A ny m echanical article or device or appara tus w hich is 
recom m ended for m edicinal use in order to prevent deceit in its 
sale.

2. O besity , beau ty  preparations and cosm etics.21 
A nother m ost notable defect was the failure of the 1906 A ct to

cover cosm etics except w here the claim s m ade for the cosm etic 
b rou gh t it w ith in  the “d ru g ” definition. Even th is p ro tection  w ould 
no t have existed bu t for an early  am endm ent to  the  1906 A ct.22 T he 
conference rejected  an approach which would have included all cos
m etics in the term  “drug ,” in favor of add ing a separate  definition for 
“cosm etics.”23

Consideration of the original bills24
T he deficiencies in the scope of the 1906 A ct w ere to  be rem edied 

by the follow ing new definitions :25
(a) T he term  “food” includes all substances and preparations used for, 

o r en tering  into the com position of, food, drink, confectionery, o r condim ent 
for m an or o ther anim als.

(b) T he term  “d rug ” includes (1) all substances and preparations recognized 
in the U nited  S tates Pharm acopoeia or N ational F o rm u lary  o r supplem ents 
there to ; and (2) all substances, preparations, and devices intended for use in the 
cure, m itigation, treatm ent, o r prevention of disease in m an or o ther anim als;
and (3) all substances and preparations, 
to affect the s truc tu re  or any function of

21 A fu rther am endm ent w as p ro 
posed, to m ake articles listed in the 
U nited S tates P harm acopoeia and N a
tional F orm u lary  drugs, subject either 
to the approval or prom ulgation  of 
the Secre tary  of A griculture. Dunn, 
1033-37.

22 In U n ite d  S ta te s  v. Jo h n so n , 221 
U. S. 488 (1911) Mr. Justice H olm es 
held tha t the 1906 definition of the 
term  “m isbranded” was insufficient to 
prevent the m anufactu rer from  m aking 
false claim s as to therapeutic  value 
on the packaging of the article. T he 
claim  in this case was th a t the product 
cured cancer. As a consequence of this 
decision, the m isbrand ing  definition 
w as am ended to include false and 
fraudulen t sta tem ents concerning th e r
apeutic effects. Shelbv A m endm ent [37 
S tat. 416, (1912)].

23 “In  m y reference to a cosm etic
am endm ent of the ac t I did not recom 

other than food, and all devices, intended 
the body of m an or o ther anim als.

m end tha t the term  ‘d rug’ be revised to 
include cosm etics. I only  intended to 
suggest tha t cosm etics be included in 
the act for regu la to ry  purposes along 
with foods and drugs.” C om m ent of 
C harles W . D unn, 1036.

24 Briefly the legislative record is as 
follows: S. 1944, 73d Cong. 1st and 2d 
Sess. (1933-34)— died in Senate Com 
m ittee; S. 2000, 73d Cong. 2d Sess. 
(1934)—died in Senate C om m ittee; S. 
2800, 73d Cong. 2d Sess. (1934)—died 
on Senate C alendar; S. 5, 74th Cong. 
1st and 2d Sess. (1935-36)—passed in 
Senate, defeated in H o use ; S. 5, 75th 
Cong. 1st and 3d Sess. (1935-36)—was 
enacted. T he tw o preclearance bills: 
S. 3073, 75th Cong. 2d and 3d Sess. 
(1937-38)— supplem ental to  S. 5; H . R. 
9341, 75th Cong. 3d Sess. (1938)— 
com panion to S. 3073. D unn, 23.

2B D unn, 37.
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(c) T he term  “cosm etic” includes all substances and preparations intended 
for cleansing, or a lte rin g  the appearance of, or prom oting  the a ttrac tiveness of, 
the person. E xcept as indicated in paragraph  (b) (3) of this section, the defini
tions of food, drug, and cosm etic shall not be construed as m utually  exclusive.

T hese definitions p lugged loopholes in the old A ct and preserved 
as m uch as possible the language of the 1906 A ct and the effect of 
appellate  decisions m ade from  1906 to  1933.26

S enator R oyal S. Copeland, a hom eopathic physician ,27 and the 
sponsor of the  bills rev ising  the  Food and D rug  A ct, inserted  into 
the  record the follow ing m em orandum  ind icating  differences betw een 
th e  Senate bill and the ex isting  la w :28

S. 1944 P resen t L aw
Section 1. T itle
Section 2. Definition of food,

drug, cosmetic, ad
vertisem ent and 
o ther term s used 
in bill.

Definition of d rug  (in 1906 
A ct) does not include th e ra 
peutic devices, or d rugs or de
vices intended to affect non- 
pathologic conditions of the 
body. Cosmetics and advertise
m ents no t defined.

In  the  A nnual R eport of 1933 the Chief of the  Food and D rug  
A dm inistra tion , W alte r G. Cam pbell, principal draftsm an of the bill,29 
explained how  the  proposed revision of the 1906 A ct rem edied prior 
deficiencies.30

A t hearings held on S. 1944 before the Senate Com m ittee on 
Com m erce, Mr. Cam pbell com pared the  old and new definitions. H e 
briefly review ed the  scope of th e  first tw o subsections, adap ted  from  
the 1906 definition and nam ed som e of the products in tended to  be 
covered w ith in  the  term  “ device,” included w ith in  the term  “d ru g ,” 
such as su tu res, surgical dressings, trusses, and o ther m echanical 
app liances w hich m igh t be em ployed to  tre a t disease.31 Mr. Cam pbell 
s ta ted :

The. th ird  portion of the definition of the term  drugs, all substances and 
preparations, o ther than food, and all devices intended to affect the s tru c tu re  or 
any function of the body of m an or o ther anim al, is adm ittedly  an inclusive, 
a wide definition.

In  M r. C am pbell’s opinion, th is portion  of the definition was 
construc ted  to  regula te  p roducts w hich “cannot be alleged to be

26 See sta tem en t of H en ry  A. W al
lace, S ecre tary  of A griculture, H e ar
ings of the S. C om m erce Com m ittee, 
on S. 1944, 73d Cong. 1st Sess., Dunn, 
1048.

27 13 / .  P u b . L . 197, 200.
28 D unn, 30.

20 See footno te 25, s ta tem ent of 
H enry  A. W allace, Dunn, 1049.

30 F ed era l F o o d , D ru g  and C osm etic  
L a w — A d m in is tr a t iv e  R e p o r ts , 1907-1949, 
at 799-800 (1951), and D unn, 25-27.

3' D unn, 1053.
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trea tm en ts  for diseased conditions.” Included in th is class w ere an ti
fat rem edies; devices used to correct physiological or anatom ical 
defects th a t m ay not in them selves be diseases, such as nose s tra ig h t- 
e n e rs ; “ m ost of them  are pure f ra u d s ; m any of them  if used will 
produce physical harm .”32

T he bill died in com m ittee and was superseded by S. 2000 in 
w hich the  scope of the  proposed definition of “d ru g ” also included 
articles in the H om eopathic Pharm acopoeia.33 T he new bill deleted 
the clause in the cosm etic definition w hich sta ted  th a t the product 
definitions were not m utually  exclusive.34 T his bill w as superseded 
by S. 2800,35 a revision of the form er bills. No m aterial change was 
m ade in the  proposed definition of “d ru g .”36

Mr. Cam pbell again  explained the m eaning of the term  “d ru g ” 
to the  Senate C om m ittee at hearings on S. 2800,37 partly  in response 
to a com plain t th a t the definition could include preparations such as 
w hisky w hen used for o ther th an  m edical purposes, and the recom 
m endation th a t the section which m ade p repara tions listed in the 
pharm acopoeias as drugs be lim ited  to  p roducts in tended for medical 
use. T he definition w ould then  have r e a d :

T he term  “d ru g ” for the purpose of this Act, and not to regulate the 
practice of medicine, includes (1) all substances and p reparations intended for 
medical use recognized in the United States Pharmacopoeia, Homeopathic Pharm a
copoeia, or N ational F o rm u la ry .. .

Mr. Cam pbell rejected  th is  lim itation  because of the  added burden 
of proof he claimed w ould be im posed in a crim inal action requiring  
the  G overnm ent to  show  th a t the  allegedly violative product w as in
tended to be sold as a m edicine. H e asserted  th a t w ith ou t th is am end
m ent the  show ing th a t the product was m arketed  by a pharm acist or 
re ta il d rug g ist w ould be sufficient c ircum stan tia l proof th a t the 
product w as a drug. W h e th e r or not th is  a rgum en t was in fact 
correct, the com m ittee did no t accept the proposed am endm ent.38

32 D unn, 1053-54.
33 D unn, 52.
31 Sec definitions at footnote 24. and

exnlanation at footnote 39.
36 D unn, 71.
30 T he term  “d ru g” for the purposes 

of this Act and not to regulate the 
legalized practice of the healing art, 
includes (1) all substances and p rep 
arations recognized in the United States
Pharmacopoeia, Homeopathic Pharm a
copoeia of the U nited  S tates, or N a
tional Formulary or supplements there-
DRUG, DEVICE, COSMETIC?----PART I

to ; and (2) all substances, p repara
tions. devices intended for use in the 
cure, m itigation, treatm ent, or p re 
vention of disease in m an or o ther ani
m als; and (3) all substances and p rep
arations. other than food, and all devices 
intended to affect the stru ctu re  or any 
function of the body. D unn. 72.

37 H earings before the S. Com m ittee 
on Com m erce on S. 2800, 73rd Cong. 
11934) Dunn, 1124-1126.

33 C om pare S. 2800, C alendar No. 
520, D unn, 93.
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Mr. C am pbell con tinued his exp lanation , d irec ting  his a tten tion  
to  the phrase “all substances and p repara tions o ther than  food, and 
all devices in tended to  affect the  s tru c tu re  or any function of the 
body .” H e sta ted  th a t one purpose of th is phrase w as to cover prep
ara tions w hich are neither “d ru g s” nor “ food” under the 1906 defini
tion, for exam ple, slenderiz ing  com pounds. T hese products escaped 
the s ta tu te  because obesity  was no t a disease and only preparations 
in tended  to  cure or tre a t disease w ere covered. H e referred  to the 
product “ M arm ola” described previously by Senator Copeland as “a 
pow erful d ru g ,” and said th a t it should be used only under the direc
tion of a physician .39

E xam ples of the  products included in the phrase “devices in
tended to affect the s tru c tu re  and function of the bo dy” w ere enu
m erated  as follows :40

T here  are innum erable devices, Senator. T he p resen t law does no t cover 
devices. As a m a tte r of fact, it has been held, a t least adm inistratively , tha t 
it did not cover such products as su tures used in sew ing up w ounds from  
surgical operations. “D evices” would include trusses. I t  would include a g rea t 
m any products th a t are advocated for changing the physical appearance of a 
person. H eigh tners .

Mr. Cam pbell also to ld  ano th er senator th a t a belt recom m ended 
by  Dr. C opeland to s trap  his sprained back w as a “device” and th e re 
fore a d ru g  under the  proposed definition.

A fter com pletion of the hearings, the m ajo rity  of the com m ittee 
in its repo rt sub m itted  w ith  the  proposed bill explained th a t th e  bill 
expanded the  d rug  definition to  em brace substances and preparations 
in the  H om eopathic P harm acopoeia ; devices in tended for the  cure,

98 “L et m e tell you the purposes of 
that. T here  are  p roducts on the m ar
ket now th a t escape contro l either un 
der the definition of food or under the 
definition of drugs in the presen t act 
such as slenderizing products, reducing 
products. O besity  is not itself a disease 
in all instances and products advocated 
and sold for the trea tm en t of obesity, 
as a m atter of fact, are not alw ays sub
ject to the term s of th is act.

In  regard  to  slenderizing products, 
it is fashionable on the pa rt of the 
girls or it has been, to retain a sylph
like slender figure. T hey  are victims, 
in such circum stances, of the sale of 
products th a t are capable of really  in
ju rin g  the ir health. T h ere  w as one
PAGE 2 3 4

such article handled by the F ed eral 
T rade Com m ission, M arm ola, to  which 
Senator Copeland has referred, in the 
testim ony of Judge Davis, 2 or 3 days 
ago. T h a t p roduct is a pow erful drug. 
I t  ought not to  be adm inistered  except 
under the direction of physicians. U n 
der the pow er of this law  there was 
absolutely no ground by which we could 
claim jurisdiction . Now, the purpose 
of tha t paragraph  (3) is to give ju ris 
diction over th a t product. I t  certainly 
ought to be subject to contro l, ju s t as 
definitely, and perhaps m ore so, than 
a g rea t m any articles of food and 
drugs.” Dunn, 1126.

40 D unn, 1126.
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m itiga tion  or tre a tm en t of d isease ; substances and preparations, o ther 
th an  food, in tended to  affect the s tru c tu re  or any function of the 
body. T he  general purpose w as to  p ro tect the consum er w ith  a 
b roader health  law .41

T he repo rt added th a t the definition of cosm etic, food and drug  
w ere no t to  be read as m utually  exclusive. A positive s ta tem en t to 
th a t effect in the  s ta tu te  was deem ed superfluous since no court in 
th ir ty  years under the  old law  held the definitions to  be exclusive, 
and th is despite the  fact th a t actions against u n san ita ry  foods for 
w hich false therapeu tic  claim s w ere m ade have successfully alleged 
th a t the product was both a m isbranded d rug  and adu lte ra ted  food. 
“T he use to  which an article  is put determ ines the  category  into 
w hich it will fall. If it is used as a food, it will come w ith in the 
definition of food and none o ther.”42 In  addition  to  actual use, in 
tended use as expressed, for exam ple, in rep resen ta tions m ade for the 
product w ere determ inative  of classification.

D espite the  s ta tem en t th a t the classes w ere no t m utually  exclu
sive, th is  repo rt indicates w ith in the  th ird  subsection, “substances 
and preparations, o ther than  food, and devices . . . .” T hese w ere tw o 
d istinct classes of products. Senator Copeland in his rem arks sum 
m ariz ing  the report gave separate  exam ples for these classifications :43

T he present law 11906 A ct) defines drugs as substances or m ixtures of 
substances intended to be used for the cure, m itigation , or prevention  of disease. 
T his narrow  definition perm its escape from  legal con tro l of all therapeutic or 
curative devices like electric belts, for exam ple. I t  also perm its the escape of 
p reparations w hich are intended to alte r the s tru ctu re  or som e function of the 
body, as for exam ple, p reparations intended to reduce excessive weight.

T hese exam ples are no t an exclusive list of the  products cov
ered. In  his next sentence the  Senator added, “ [t]h e re  are m any 
w orth less and som e dangerous devices and p repara tions falling  w ith in 
these classifications. S. 2800 contains am ple au th o rity  to  control 
th em .” T he Senator then listed  a num ber of w orth less app ara tu s sold 
to  cure appendicitis, tuberculosis and diabetes.44

Second Phase— Food, Drug, Device, Cosmetic
T he next phase of the  legislative h isto ry  concerns itself w ith 

the en largem ent of the specific categories of p roducts. In  the  first 
phase “d ru g s” included “ devices,” b u t in the second phase a separate  
parallel definition for devices w as included. In  addition , the s ta tem en t 
th a t the definitions of drug , food, and cosm etic w ere no t m utually

41 D unn, 110-112. 43 D unn, 162.
42 D unn, 111. 44 D unn, 162-163.
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exclusive was not expanded to  include devices. In  fact, a clause was 
u ltim ate ly  added to the drug  definition s ta tin g  th a t the drug  classi
fication does no t include devices. T he legislative record for th is 
phase is as fo llo w s:

S. 2800 was not passed, bu t was rein troduced  in the subsequent 
session as S. 5 in w hich the  definitions of the  te rm s “d ru g ” and 
“cosm etic” w ere unchanged .45 T he bill was referred  to  com m ittee 
for hearin gs46 a t w hich Mr. Cam pbell was again called to  testify . In  
response to  criticism  of the construction  and broad scope of the defini
tion of “d ru g ,” Mr. Cam pbell m ade the follow ing sta tem en t :47

D efinitions—T here  is a universal recognition th a t the definition of the term  
“d ru g ” in the th ird  subdivision is inclusive. T his fact was adm itted  in the 
hearing on S, 1944. T o  provide for jurisd iction  over innum erable devices to 
which therapeutic  v irtues are ascribed, it will be necessary either to operate 
under the definition of this character, as incongruous as it is, or set up, as 
proposed by one witness, an independent paragraph relating to therapeutic devices.

Subsequen t to the hearing  an aw kw ard debate ensued betw een 
S enators Copeland and C lark .48 T he S enators did not address th em 
selves to  the sam e issues du ring  the course of their exchange. Sena
to r  Copeland, w ho had the  floor, was explain ing his reasons for 
am ending the bill by in se rting  in to the th ird  subsection of the “d ru g ” 
definition the w ord “d iagnosis” before the w ord “cure,” so th a t the 
term  “ d ru g ” w ould include devices used for the diagnosis of disease.49 
Senator C lark in te rru p ted  by ob jecting  to  the  inclusion of solely 
m echanical devices w ith in  the term  “d ru g ” because of the  app aren t 
incongru ity  of te r m s :

M R. C L A R K : M r. Presiden t, I should like to  ask the S enator from  New
Y ork  how  he can reconcile the language of this section and the language of 
the am endm ent w ith the com m on, o rd inary  acceptation of the E nglish  language. 
In  o ther w ords, here he says it is proper to  describe as a drug  “all substances, 
preparations, and devices intended for use in the diagnosis, cure, m itigation, 
trea tm en t, or prevention of disease in m an or o ther an im als.” In  o the r w ords, 
if a m an has invented a shoulder brace, a purely m echanical device, w hich he 
claim s will s tra igh ten  a m an’s shoulders and expand his chest and m ake for his 
health , according to the definition contained in this paragraph  it has to be 
described as a d rug  and trea ted  in law as a drug.

I should like to ask the S enator from  New Y ork to justify  any such m isuse 
of com m on, o rd inary  E nglish  term s.

S enator Copeland briefly answ ered S enator C lark by indicating  
th a t he had no ob jection  to  the separation  of the term s “ d ru g ” and

49 a. The amended section would read 
as follow s: Sec. 201 . . . (b) the term  
“drug” . . . (2) all substances . . . .  in
tended for use in the d ia g n o s is , cure, 
m itigation  . . . D unn, 214.
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45 D unn, 192.
10 D unn, 1213.
47 D unn, 1223.
48 D unn, 286-300.
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“devices.” Senator Copeland then  resum ed his speech about the 
dangers of d iagnostic devices.

M R. C O P E L A N D : T he S enator from  New Y ork would have no objec
tion to the proposal about the particu lar devices m entioned by the Senator. But 
there are on the m arket a g reat m any devices w hich are offered for use, and 
citizens are exploited believing tha t they can be cured of all so rts of ailm ents 
by the use of them . For example, there is such a th ing  as a radium  belt carry ing 
a disk alleged to contain radium ; it is claim ed tha t if the Senator from  M issouri 
should wear th a t belt, he would never have appendicitis or gall-bladder disease 
o r perhaps any o th e r ailm ent.

S enator C lark w as no t satisfied w ith  the answ er given by Senator 
C opeland and therefore re ite ra ted  his p o in t :

M R. C L A R K : T he language the Senator from  New Y ork has em ployed
in this bill is broad enough to  cover any device which the Food and D rug  
B ureau chooses to take jurisdiction . T he point I am  m aking is tha t if the 
devices ought to be outlaw ed, they ought to be outlaw ed, and I have no ob
jection to th a t; but to m aintain tha t a purely m echanical device is a drug  and 
to be treated  as a d rug  in law and in logic and in lexicography is a palpable 
absurdity , in m y opinion . . .

Speaking for m yself alone, I have no disposition to a ttack  every w ord in 
the bill; but we are leg islating  on a very im portan t m atter. As I see it, w hat 
the S enator from  N ew  Y ork is doing in th is pa rticu lar case is the sam e th ing 
as if the Congress of the U nited  S tates should attem pt to say by law th a t 
calling a sheep’s tail a leg would m ake it a leg. In  o ther w ords, the S enator from  
N ew  Y ork in this language is a ttem p ting  to  define a w holly m echanical device 
as a drug. I say it is bad leg islation; th a t if he desires to legislate against these 
m echanical devices he ought to do it in the open instead of by indirection and 
attem p tin g  to  define as a d rug  som ething which palpably is not a drug.

W ith o u t rep ly ing  to  S enator C lark ’s rem arks w hich w ere again  
no t addressed to  the am endm ent a t issue, Senator Copeland explained 
the  purpose of in serting  the  w ord “d iagnosis” :

M R. C O P E L A N D : M r. Presiden t, I  desire to  state the effect of this
am endm ent.

T here  are on the m arket certain electrical devices. A m an takes hold of 
the handles of the m achine, and the indicator spins around. I t  stops at “appen
dicitis,” o r it s tops at “m eningitis” . . .  Such a device is m anifestly  a fraud upon 
society.

T h a t is w hat the am endm ent (diagnosis) is designed to deal w ith . . ,5°
A fter a brief recess S enator Copeland once again  took the  floor 

and sum m arized the position of the m ajo rity  of the Senate Com m erce 
C om m ittee on the  “d iagnosis” am endm ent.

M r. Presiden t, before the recess we were discussing page 2 of the bill, 
specifically the insertion of the w ord “diagnosis,” on line 12, but in general the 
whole of the subsection, subsection (b ). In  our com m ittee hearings we have 
had before us w itnesses who m ade the sam e suggestion w hich has been m ade 
here by the Senator from  M issouri (M r. C la rk ) ; it seem ed m ore or less absurd

°° D unn, 289.
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to  include in a food and d rug  bill various “devices” w hich w ere intended for the 
use in cure and trea tm en t of disease. T hose m atters  w ere considered a t length 
in the public hearings, and it was the consensus th a t there w as no b e tter way 
than to include in this subparagraph  these various devices.

If  the S enator will read the first line of subparagraph  (b )—th a t is, line 5 
of page 2 of the bill—it will be seen th a t it says—T h e term  “d ru g ”—and the 
word drug is put in quotation marks—for the purpose of this act shall be so-and-so.

Because of the consensus of the evidence, it was deem ed wise to leave this 
subsection as w ritten .

T he im m ediate question before us does not relate to the whole subsection. 
I t  relates m erely to one m a tte r of including the prohibition against devices and 
the w ord “diagnosis”. . .

T he sole purpose of the w ord “diagnosis” in this subsection was to prohibit 
the use of the devices which are fraudulen t on their face.61

T he fu rth er rem arks of S enator C lark5- w ere not answ ered a t th is 
tim e, b u t his position w as no t ignored. In  p a r t as a resu lt of S enator 
C lark’s objections, th e  com m ittee revised the definition of “ d ru g ” by 
rem oving devices from  th a t definition and in serting  a parallel defini
tion  defining devices in the  sam e descrip tive term s of usage :53

(g) (1) T he term  “drug” . . .  includes (1) all substances and preparations 
recognized in the U nited S tates Pharm acopoeia, H om eopathic P harm acopoeia of 
the U nited  S tates, o r official N ational Form ulary , o r any supplem ent to  any of 
them ; and (2) all substances and p reparations intended for use in the diagnosis, 
cure, m itigation, trea tm en t, o r prevention  of disease in m an o r o ther an im als; 
and (3) all substances and prepara tions o ther than  food and cosm etics intended 
to  affect the s tru c tu re  o r any function of the body.

(h) T he  term  “device”. . .  includes all devices, instrum en ts, apparatus, and 
contrivances, intended (1) fo r use in the diagnosis, cure, m itigation , treatm ent, 
or prevention  of disease in m an or o ther anim als; or (2) to affect the  stru ctu re  
o r any function of the body.

T he sta tem en t m ade in prio r repo rts  th a t the  products w ere no t 
m utually  exclusive54 w as no longer en tire ly  true. N or w as it any 
longer true  th a t the  products w ere classified solely on the  basis of 
th e ir  use or in tended use. T he  definitions w ere provided for classify
ing  a p roduct on the basis of its inheren t nature . I t  is also in te res tin g  
to  note th a t a lthough  the  diagnosis am endm ent w as proposed to  cover 
d iagnostic devices, the te rm  “diagnosis” rem ained in the d ru g  defini
tion .55

T he Senate also am ended the  definition of the  term  “cosm etic” 
to  exclude o rd inary  to ile t and household soaps.56 T he scope of the 
definition w as explained in th e  com m ittee report subm itted  w ith  the
bill:

61 D unn, 295-6.
62 D unn, 296.
63 D unn, 496.

64 Com pare D unn, 111.
56 D unn, 496.
50 D unn, 24.
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W hile the definition of the term  "cosm etic" does not include devices, it is 
draw n in broad term s to include all substances and preparations, o ther than 
ord inary  toilet o r household soap intended for cleansing, or a lte rin g  the ap
pearance of, or prom oting  the a ttrac tiveness of the person. Cosm etics m ay be 
used ex ternally , orificially, or even in ternally  as in the case of the use of 
arsenic for clearing of com plexion. T he definition therefo re m ust be sufficiently 
broad to cover potential abuses no m atter how the substance or preparation is used.
T he report also noted th a t soaps for w hich claim s w ere m ade concern
ing disease w ould be “d ru g s” and regu la ted  accord ing ly .57

The House Acts
T his bill was referred  to the H ouse Com m ittee on In te rs ta te  and 

F ore ig n  Com m erce, and hearings w ere again  held on S. 5 to ge ther 
w ith  H . R. 8805, H . R. 8941, and H. R. 6906.58 Mr. C am pbell again 
testified, th is tim e explain ing the new  change adopted  in the  Senate.

T he purpose of the th ird  subdivision is to provide for "devices.” O riginally, 
this definition of “d ru gs” also included devices, such as m echanical appliances 
and contraptions which are to be found w ithout num ber. B ut the incongruity  of 
classifying certain  devices, such as the electric belt, therapeu tic  lam ps, and so 
forth , as drugs was pointed out by the Senate in the  last consideration of the 
bill. They felt it proper to provide an independent definition of “devices”. . .  * 89

A t the sam e set of hearings, D r. W oodw ard, L egislative Counsel 
of T he  A m erican M edical A ssociation, testified to  the  m eaning of the  
term  “ device.”

T h e  term  is broad enough to include—well, we will say trusses. I would 
say it is broad enough to include eyeglasses, checking up on the lenses; and 
clinical therm om eters, possibly; ca tg u t u sed  in  su rg ica l zvork ; su rg ic a l in s tru m e n ts ; 
particularly , how ever, electrical devices, u ltra-v io let ray  devices, and th ings of 
th a t so rt; electrical belts, and a thousand  and one th ings th a t are sold a t the 
presen t tim e w ithout any  regulation  a t all and th a t are u tte rly  fraudulen t.60 
[E m phasis  added.]

Dr. W o od w ard ’s testim ony in no w ay conflicted w ith  the  s ta te 
m ents and product category  designations previously m entioned by 
Mr. Cam pbell and S enator Copeland.

T he H ouse R ep o rt81 nam ed the types of p roducts actually  ex
am ined which constitu ted  abuses of the consum er’s health  and pock- 
etbook against w hich th ere  w as e ither no pro tection  or ineffective 
pro tection  :62
W orth less  drugs [presum ably w ith in the phrase “substances and preparations 
intended for cure”. . .  e tc .] ;

67 D unn, 239. 60 Hearings, see footnote S3 at page 319.
58 Dunn, 123S, Ju ly  and A ugust, 1935. 01 D unn, 550.
89 D unn, 1247 . 62 D unn, 552.
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[P Jow erfu l drugs tru th fu lly  labelled, bu t bearing  inadequate directions for 
use [substances and preparations in the pharmacopoeias or substances and prep
arations no t listed bu t intended for cure, e tc .];
D eadly drugs intended for reducing purposes . . . [substances and preparations 
intended to affect the s tru c tu re  or any function  of the body];
D angerous and w orth less therapeutic devices [both devices intended for cure, 
etc., and intended to affect the s tru ctu re  o r any function of the b o d y ]; 
Cosm etics tha t have caused deaths, blindness, and o ther body injury.

Like the  Senate version of the bill, the principal differences be
tw een the  H ouse bill and the old law 63 w as the inclusion of th e rap eu 
tic devices and, in addition , d rugs in tended for diagnosing illness or 
for rem edying underw eight or overw eight, or o therw ise affecting 
the  bodily s tru c tu re  or function.

T he H ouse then  debated  the  m easure. T he first speaker, Mr. 
C hapm an of the C om m ittee on In te rs ta te  and Foreign  Com m erce, 
ou tlined the  accom plishm ents of the revision,84 po in ting  ou t especially 
the  inclusion of cosm etics. H e also m entioned those products p re 
viously discussed in the  Senate which escaped coverage under the 
old act, such as deadly drugs in tended for reducing  purposes or 
d rugs w ith  in struc tions calling  for excessive d o se s ; dangerous drugs 
in tended to  affect the s tru c tu re  or the function of the b o d y ; dan ger
ous and w orth less th erap eu tic  dev ices; and cosm etics th a t caused 
death, b lindness and o ther bodily in jury.

T here  w as no d isagreem ent in Senate and H ouse versions over 
the definition sections. H ow ever the tw o houses disagreed upon 
w hich agency, the F ederal T rad e  Com m ission (F T C ) or the  F D A , 
w ould enforce proposed provisions against false advertising .65 S. 5 
died because of the failure of the Senate and H ouse to  reach an 
agreem ent. T he bill w as succeeded in the nex t session by a revision 
w hich received the  sam e designation , S. 5. Im m ateria l am endm ents 
were subsequently made to the drug, device and cosmetic definitions.60

T he Senate passed its version g iving ju risd ic tion  over false ad 
v e rtis ing  to  the  F D A 67 and referred  the bill to the  H ouse in M arch, 
1937.68 A bout the  sam e tim e th e  Senate passed a bill am ending the 
F ederal T rad e  Com m ission A ct, S. 1077.69 T he  H ouse revised the  
Senate version of S. 1077, M arch 30, 1937, g iv ing the  F T C  control 
over the  adv ertis in g  of drugs, devices and cosm etics. O f necessity  * 08

67 Dunn, 6S8-659.
08 D u n n , 751.
“ Dunn, W heeler Lea Act 131, (1938) 

[hereafter D unn W L A ] 75th Cong., 
1st Sess. 1937.

03 D unn, 553.
G< D unn, 571-2, 577-8.
65 D unn, 598.
60 Dunn, 658, see also 696.
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New CCH Help on Federal-State 
Consumer Credit Rulescomm cmrr com

Strict new federal Truth-in-Lending rules have swung the 
pendulum over pretty far in the consumer credit disclosure area. 
Creditors and their advisers must now learn to live and com
ply with these drastic, unfamiliar requirements effective July 1. It 
may pay you to know these rules and how to solve the problems 
they load on creditors when making credit sales or loans.

Now’s the time to join “the safe ones” by sub
scribing for CCH’s CONSUMER CREDIT GUIDE. 
It rounds up, fits together and explains exist
ing, new and coming federal and state con
sumer credit and disclosure rules. Now, at a 
time when you need all the help you can get 
is when you’ll welcome the GUIDE’S help most

©



IT your interests are attecteo tana a tremenaous amount oi 
money rides on how this urgent problem is handled), time’s run
ning out in which to get contracts, practices and procedures, 
catalogs and advertising, employees, etc., in step with new 
requirements. Regulation Z, just released by the Federal 
Reserve Board, is now a big part of this compliance-picture.

Sure-Footed “Catch-Up” Help 
Included at NO EXTRA CHARGE

To give you an urgently needed flying start on all the new 
requirements, as a GUIDE subscriber, we’ll send you immediately 
and at no extra cost, two ready-to-use Volumes, featuring official 
and explanatory coverage of the laws, regulations, and decisions 
within its scope. The federal Truth-in-Lending Act and the Uni
form Consumer Credit Code Draft are singled out for special 
attention. Handy Charts and a Check List summarize federal and 
state requirements to keep you from overlooking anything im
portant. Nothing is left to chance; safeguards come first in the 
GUIDE!



i / c j f / c / i u u u t e  i w j j u ! im g  jyo e p s

You “Out Front,” Ready To Act
Biweekly “GUIDE Reports" follow to keep you right up to 

date on new developments affecting consumer credit as they 
break. You’ll be alerted as state lawmakers press to pass laws 
with “substantially similar” disclosure rules to the federal Act, 
hoping to gain exemption from it.

Favored here at present are moves to adopt the UCCC, 
which will replace existing state rules in a clean sweep and may 
also yield desired federal exemption status. Utah has just 
adopted the UCCC, to go into effect July 1. Many others are 
seriously considering the Code (and it’s close to passage in sev
eral—and may be law by the time you read this).

Whatever happens in the consumer credit area, as a sub
scriber, you’ll get the word promptly, along with news of any 
action by the Federal Reserve Board to exempt adopting states 
from the federal Truth-in-Lending law. You’ll also be informed 
on enforcement actions by the nine federal agencies (including 
the Federal Trade Commission) concerned with Truth-in-Lending.

A quick-reading “summary” feature also goes out to sub
scribers at no extra charge, highlighting pertinent new develop
ments and referring you to the “GUIDE Report” where each is 
treated in detail.

—  _  - a .  = - - .L L X b - i  s—P-©i i p o i d  -C < a * d -J  Q  D A -Y-g - = •     —  _

CCH: Enter our subscription for your brand-new CONSUMER 
CREDIT GUIDE and send us biweekly “GUIDE Reports” to keep 
us informed on new federal and state developments affecting this 
area for the period indicated below. We receive the two ready- 
to-use Volumes immediately and without extra charge. You 
guarantee our complete satisfaction.

Q  24 months beginning the first of next month 
(Payable annually as billed)

O  12 months beginning the first of next month 
(Payable when billed)

O  If checked here, bill us quarterly.

$75 per year 

$85 per year

Please indicate your CCH  Account No.

Signature & Title.

Firm ........................................................................................................  Attn.....................................................................8402—22®
St. 4 No..................................................................City 4  State ...................................................... Z ip ...................

If  ordered by letter or purchase order, please indicate catalog number



h e r b s  m y ...

the GUIDE Belongs on YOUR Desk
Serving sellers and lenders, banks, finance 

companies, credit men, and others extending or
arranging for consumer credit, the GUIDE offers 
help that:
CUTS ACROSS com

plex federal and state 
consumer  c r e d i t
rules and clearly ex
plains them,

SOLVES problems in
volved in m aking 
contracts and ad
vertising meet strict 
fed e ra l, state  re 
quirements,

REPORTS new changes 
p r o m p t l y  to help 
everyone affected  
protect his men in
terests,

TELLS WHAT fed e ra l 
T ru th - in -Len d in g , 
proposed UCCC and 
ex is tin g  state laws 
mean—what they say,

EXPLAINS what must 
he included, what
may be excluded in 
finance charges; rate- 
figuring under the 
U. S. Rule,

FOCUSES on the raft 
of factors that make 
co sts (and r is k s ! )  
jump if riot handled 
right

FIRST CLASS 
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the H ouse version had a separate  g lossary  of term s in which drug , 
device and cosm etic w ere defined. W hen  S. 1077 w as first in troduced 
in the H ouse, the  definitions w ere the sam e as those in S. 5. T he 
version of S. 1077 w hich finally passed changed the definitions by 
su b stitu tin g  the w ord “a rtic le” for “substances and p repara tion s” in 
describ ing drugs, and in serting  the  phrase “ in strum ents, appara tus 
and con trivances” in place of “ device” ; and add ing a phrase specifi
cally exclud ing devices, “ th e ir com ponents, p a rts  or accessories” from 
the term  “d ru g .” T he report of the C om m ittee of the W hole H ouse 
described these new definition sections :70

Speaking generally, “devices" w ith in the term s of the Act m eans in stru 
m ents, ap paratus and contrivances intended for the use in cure or trea tm en t of 
disease. “ Devices" are included w ithin the term s of the bill because of their 
close association w ith drugs as a m eans for trea tm en t of physical ills.

“ C osm etics” are b rought w ithin the m eaning of the bill because in m any 
instances cosm etics are injurious to  health  and produce physical injuries to 
health  and produce physical injuries to the body.

D u rin g  the  sam e period the H ouse C om m ittee on In te rs ta te  
Com m erce revised S. 5 and adopted  the  definitions from  its version 
of S. 1077. T he bill S. 5 w as reported  in the  C ongressional R ecord 
A ugust 25, 1937:71

(p i T he term  “d ru g ” m eans (1) articles recognized in the official U nited  
S tates Pharm acopoeia, official H om eopathic P harm acopoeia of the U nited S tates 
or official N ational Form ulary , o r any supplem ent to any of them ; and (2) 
articles intended for use in the diagnosis, cure, m itigation, trea tm en t or preven
tion of disease in m an o r o ther an im als; and (3) articles (o ther than food) 
intended to affect the s tru ctu re  o r any function of the body of m an or o ther 
an im als; and (4) articles intended for use as a com ponent of any article specified 
in clause (1), (2), o r (3 ); but does not include devices or their com ponents, 
pa rts  o r accessories.

(h) T he term  “device" (except when used in paragraph  (n) of th is section 
and in sections 403 (f), S02 (c), and 602 ( c ) ) m eans instrum en ts, appara tus, 
and contrivances, including their pa rts  and accessories, intended (1) for use in 
the diagnosis, cure, m itigation, treatm ent, or prevention of disease in m an or 
o th e r  an im als; or (2) to affect the s tru ctu re  or any function of the body of 
m an or o ther anim als.

(i) T he term  “cosm etic” m eans (1) articles intended to be rubbed, poured, 
sprinkled , o r sprayed on, introduced into, o r otherw ise applied to the hum an 
body or any p a rt thereof for cleansing, beautifying, prom oting  attrac tiveness, 
or a lte ring  the appearance, and (2) articles intended for use as a com ponent 
of any such articles; except tha t such term  shall not include soap.

In  the repo rt subm itted  w ith  S. 5 U nion C alendar No. 770, A pril 
14, 1937, eight m on ths la ter no app aren t im portance w as a ttached  to 
the su b stitu tio n  of “a rtic le” for the phrase “substances and p rep ara 

70 See footno te 69 at 163-4, 170. '* Dunn, 752-753.
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tio n s.”72 T he report of the H ouse C om m ittee described the principal 
differences w ith  the old act in th e  identical language used by Mr. 
C hapm an in his descrip tion of the bill before the w ord ‘‘a rtic le” was 
substitu ted . T he repo rt fu rth er ascribed the am endm ents m ade in 
th e  definitions to  a desire to  conform  to the  Food and D ru g  Act 
definitions and to  the definitions enacted in the F ederal T rad e  Com 
m ission A ct.73

The third phase: Critical differences:
New Drug Preclearance

U ntil 1937 the bills provided very  sim ilar m odes of regulation  
for all classes of products.

W hile Congress w as considering the legislation, the sulfa drugs, 
sulfanilam ide and sulfo-am ide, w ere discovered.74 T his was a m ajor 
advance in chem otherapy  and in com bating bacterial diseases. The 
tw o sulfa d rugs w ere usually  found in pow der form  and. because the 
pow der w as unpalatab le to  som e people, a su itable solvent w as sough t 
in w hich to  dissolve the  powder. In  O ctober, 1937, headlines in the 
nation  broke the  new s of a m ounting  death  to ll— over 100— from  
E lix ir Sulfanilam ide. T his m edicine, a com bination of liquid ethylene 
glycol (com m only used as antifreeze) and pow dered sulfanilam ide, 
w as never tested  except for fragrance and taste , despite the fact th a t 
there  w as lite ra tu re  sug gesting  the  tox ic ity  of th e  carrier alone. Soon 
a fter the Congress becam e aw are of the  problem , it ordered an 
investigation .75 T he report delivered to  C ongress revealed th a t 
th ro u g h  the  d iligent efforts of the  Food and D ru g  A dm inistra tion , 
228 gallons and tw o pin ts ou t of 240 gallons sold were destroyed, 
collected for lab o ra to ry  sam ples or w asted. T he charge on w hich 
the  agency seized the  goods was th a t they  w ere m isbranded because 
“ E lix ir” connoted alcohol and th ere  w as no alcohol in the p rep ara 
tion. H ad  the  te rm  “ E lix ir” no t been used, the  G overnm ent m ight 
no t have been able to  act aga inst the allegedly m isbranded article. 
U n fo rtun ate ly , close to  one hundred  people did die.

In  response to  the  d isaster, the  D ep artm en t of A g ricu ltu re  p re
pared leg isla tion78 to  supplem ent the bill then  pending, S. 5. The

72 See H . Rep. No. 2139, 75th Cong., 
3d Sess., A pril 14, 1938; D unn 816-817. 
Com pare, at footno te 59, fo r identical 
language w here the definition of d rug  
was “substances and prepara tions.”

73 Dunn, 817.
74 See R eport of S ecre tary  of A gri

culture on D ea th s  D u e  to E l ix i r  S u l fa 

n ila m id e M a ssen g ill, S. Doc. 124, 75th 
Cong., 2d Sess.

See footnote 74, prepared in re
sponse to requests in H . Res. 352 and 
S. Res. 194, 75th C ongress, 2d Sess. 
(1937).

S. 3073, 75th Cong. 2d and 3d 
( C o n tinu ed  on n e x t  page.)
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purpose of the  new  legislation was to  p reven t repetition  of the trag ic  
experience77 by requ iring  th a t new  drugs w hich w ere “not generally  
recognized as safe for use in the  dosage . . . frequency and du ra tion  
prescribed, recom m ended, or suggested  . . shoul d no t be m arketed  
unless the S ecretary  finds the  d rug  is safe for use.

T he H ouse version of the preclearance bill w as subm itted  in 
H. R. 9341, 75th Congress, 3d Session (1938).78 T he pream ble of the 
bill paralleled the  Senate version,79 b u t the body contained its own 
g lossary  in w hich the  term  “d ru g ” w as defined for purposes of th is 
bill as inclusive of all articles for use in diagnosis, cure, trea tm en t, 
m itigation , prevention  of disease in m an or anim als and articles o ther 
th an  food w hich affect the s tru c tu re  or function of the body. The 
H ouse version of the  bill did no t separate ly  define devices and w ould 
have included all devices w ith in  the  definition of the  drug. H ad  th is
(F o o tn o te  76 co n tin u ed .)
Sess., C om panion in H . R. 9341, a re 
vision of the departm en t’s recom m en
dation. In  the  prelim inary  rem arks on 
S. 3073, S enator Copeland declared: 
“M r. P residen t, it will be recalled that, 
because of the grea t num ber of deaths 
resu lting  from  the adm inistra tion  of 
elixir of sulfanilam ide, the Senate re 
quested the D epartm en t of A griculture 
to  subm it a report. T h a t repo rt has 
been subm itted, and in accordance w ith 
the recom m endations, I ask consent 
to introduce a bill to safeguard the 
public health  as m enaced by such poi
sons. T he Bill is know n as S. 3073. 
. . .” 82 Cong. Rec. 847-8 (1937). T he 
pream ble to the bill was as follow s: 
" B e  it enacted  . . . T h a t (a) in order 
to safeguard  the public health  against 
the distribution  of d rugs w hich have 
not becom e generally  recognized as 
safe for use, no person shall introduce 
o r deliver for in troduction  into in te r
state  com m erce any drug, com posed in 
whole or in p a rt, of any substance or 
com bination of substances, w hich sub
stance o r com bination is not generally  
recognized as safe for use in tbe dos
age and w ith  the frequency and dura
tion prescribed, recom m ended, or sug
gested in the labeling thereof, unless 
the packer of such d rug  holds a notice 
of a finding by the S ecre tary  th a t such 
d rug  is not unsafe for use.” D unn 
1018.
DRUG, DEVICE, COSM ETIC?----PART I

77 MR. C O PE L A N D . “The bill was 
introduced at a  time when a large num
ber of deaths occurred throughout the 
country from the sale of the elixir of 
which I have spoken. I t developed that 
there was no means of protection, through 
the Public H ealth Service or the Bureau 
of Food and D rugs, to  m ake certain  
that new preparations were given proper 
exam ination in o rder to insure th a t 
they w ere safe for hum an consum ption. 
T h a t is the purpose of the bill. . . .” 
D unn, 1021.

78 D unn, 1023.
78 " B e  it enacted  by th e  S e n a te  and  

H o u s e  o f  R e p re se n ta tiv e s  o f th e  U n ited  
S ta te s  o f A m e r ic a  in  C o n g ress  a ssem 
bled, T h a t in order to safeguard the 
public health  against the d istribu tion  
of d rugs w hich have not becom e gen
erally recognized as safe for use, no 
person shall introduce or deliver for 
in troduction  into in te rs ta te  com m erce 
any drug  the com position of w hich is 
such th a t such d rug  is not generally  
recognized, am ong experts qualified by 
scientific tra in ing  and experience to 
evaluate the safety of drugs, as safe 
for use under the conditions prescribed, 
recom m ended, o r suggested in the 
labeling thereof, unless such person 
holds a certificate issued by the Sec
re tary  of A gricu ltu re show ing th a t such 
drug  has been tested and has not been 
found to be unsafe for use under such 
conditions.” Dunn, 1027.
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version been enacted, w ith  th is definition, devices would have had to 
be precleared .80

O n A pril 14, 1938,81 after an eight m onth delay, the revised 
version of S. 5 was in troduced in the H ouse w ith  section 201 (g) 
and (h) defining “d ru g ” and “device” respectively , and 201 (i) which 
defined “new d ru g ” as :82

(1) A ny d rug  the com position of w hich is such th a t such d rug  is not 
generally  recognized, am ong experts qualified by scientific tra in ing  and ex
perience to evaluate the safety of drugs, as safe for use under the conditions pre
scribed, recom m ended, or suggested in the labeling thereof, except tha t such a 
d rug  not so recognized shall not be deem ed to be a “new d ru g ” if a t any tim e 
prior to the enactm ent of this Act it was subject to the Food and D rugs Act 
of June 30, 1906, as am ended, and if at such tim e its labeling contained the same 
represen ta tions concerning the conditions of its use; or

(2) A ny d rug  the com position of which is such th a t such drug, as a result 
of investigations to determ ine its safety for use under such conditions, has 
becom e so recognized, but which has not, otherw ise than  in such investigations, 
been used to a m aterial ex ten t or for a m aterial tim e under such conditions.

U nder th is definition a “d ru g ” is a “new d ru g ” if it is not 
generally  recognized as safe (or effective)83 or one for w hich no new 
d ru g  application is in effect. T he exception for d rugs recognized as 
safe and effective from  th is  definition, elim inates the  necessity of 
official evaluation  of a p roduct from  which there  is no reasonable 
possibility  of danger.84 O th e r drugs w hich do not fall w ith in  the 
exception m ust be precleared in accordance w ith  Section 505.85

80 Section 8 . . . (c) T he term  “d rug” 
m eans (1) articles intended for use in 
the diagnosis, cure, m itigation, tre a t
m ent, or prevention of disease in m an 
or any other an im als; and (2) articles 
(o ther than food) intended to affect 
the  struc tu re  or any function of the 
body of m an or o ther anim als.

81 See footnote 80 at 774.
82 See footno te 80 a t 795.
83 D rug  A m endm ents of 1962, 76 

S tat. 780.
84 MR. C O PELA N D . (Statem ent re : 

S. 3073—75th Cong.) “The bill was intro
duced at the tim e w hen a large num ber
of deaths occurred th rou g hou t the 
country  from  the sale of the elixir of 
w hich I have spoken. I t  developed 
th a t there was no m eans of protection, 
th rough  the Public H ealth  Service or 
the B ureau of Food and D rugs, to 
m ake certain th a t new preparations 
were given proper exam ination in o r
der to insure th a t they w ere safe for
PAGE 2 4 8

hum an consum ption. T his is the p u r
pose of the bill. O bjections have been 
raised to it from  various sources, but 
as objections have been w ithdraw n 
new ones have been made. I t  is the 
old h istory  of any attem pt to provide 
control in the m a tte r of d rugs.” Dunn, 
1021, see footno te 77.

s" T he definition of “new d rug ” is 
also amplified in the regula tions: (2) 
(h ) T he newness of a d rug  m ay arise 
by reason (am ong other reasons) of: 
(1) T he new ness for drug  use of any 
substance which composes such drug, 
in whole or in part, w hether it be an 
active substance or a m enstrum , excip
ient, carrier, coating, or o ther com 
ponent. (2) T he new ness for drug 
use of a com bination of two or m ore 
substances, none of which is a new 
drug. (3) T he newness for drug  use 
of the proportion  of a substance in a 
com bination even though  such com- 

(C o n tin u e d  on n e x t  p ag e.)
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The final d raft of the  bill w as adopted in the H ouse, June 1, 1938, 
and in the Senate, Jun e  10, 1938. I t  was signed by the P residen t, 
Ju n e  25, 1938.86

Subsequent History
Because of alleged dangers of new cosm etics, som e leg islators 

w ished to  increase the  scope of p reclearance to  cosm etics and o ther 
products. In  1951 and 1952 a special com m ittee investigated  the use 
of chem icals in cosm etics.87 A fter the  hearings, the  Com m ittee issued 
a report. T he repo rt noted the in juries from  deodoran ts, hair s tra ig h t- 
eners, and depilatories w hich could be prevented  only after people 
w ere in ju red .88 A m ong o ther exam ples, hair lacquers, fingernail 
lacquers, nail polish, lipstick, w ave lotions and sham poos w hich also 
caused serious in ju ries.89 T he report concluded th a t the public could 
be safeguarded against like in ju ries in the fu tu re  by “p re testing  re
qu irem ents, sim ilar to  th a t p resen tly  ex isting  w ith  respect to  new 
d rug s.”90

In  1953, a bill, H . R. 2244, 99th Cong. 2d Session w as in troduced 
requ iring  p re te s tin g  of new cosm etics. No action w as taken on it. 
In  subsequent years, bills requ iring  p re te s tin g  of new  cosm etics and 
devices have been in troduced b u t none have been passed.91

[T o Be Continued in the June Issue]
(F o o tn o te  85 co n tin u ed .)  
bination  containing such substance in 
o th e r p roportion  is not a new  drug. 
(4) T he new ness of use of such drug  
in diagnosing, curing, m itigating , tre a t
ing or preventing a disease, or to affect 
a struc tu re  o r function of the body, 
even though  such d rug  is not a new 
drug  w hen used in an o ther disease or 
to  affect an o ther s tru ctu re  or function 
of the body. (5) T he new ness of a 
dosage, or m ethod o r duration  of ad
m in istration  o r application, or o ther 
condition of use prescribed, recom 
m ended, or suggested  in the labeling 
of such drug, even though  such drug  
w hen used in o th e r dosage, o r other 
m ethod or duration  of adm inistra tion  
or application, or' d ifferent condition, 
is not a new drug. 21 C. F. R. § 130.1 
(L ) (1964).

80 D unn, 1015.
87 H . Rep. 449, 82nd Cong., 1st Sess., 

a t 3 (1951).
88 H . Rep. 2182, 82nd Cong. 2d Sess., 

at 3 (1952).
DRUG, DEVICE, COSM ETIC?----PART I

89 See footno te 88 at pp. 4, 5.
80 See footnote 88 at 10.
91 See, for exam ple, 84th C ongress: 

H . R. 4476 (101 Cong. Rec. 2255);
H. R. 5036 (101 Cong. Rec. 3113);
H. R. 5094 (101 Cong. Rec. 3301);
85th C ongress: H . R. 4015 (103 Cong. 
Rec. 1224); H . R. 9153 (103 Cong.
Rec. 13805); H . R. 4431 (103 Cong. 
Rec. 1574); 86th C ongress: H . R. 1360 
(105 Cong. Rec. 4181); 87th C ongress: 
H. R. 1235 (107 Cong. Rec. 61); H . R. 
11582 (108 Cong. Rec. 7753); 88th Con
gress: H . R. 6788 (109 Cong. Rec. 
10175); H . R. 1235 (109 Cong. Rec. 
56) ; H . R. 5777 (109 Cong. Rec. 6865); 
H . R. 8418 (109 Cong. Rec. 16932); 
S. 2580 (110 Cong. Rec. 4049); 89th 
C ongress: H . R. 1235 (111 Cong. Rec. 
89); S. 2350 (111 Cong. Rec. 19066); 
90th C ongress: H . R. 1235 (113 Cong. 
Rec. H . 174); H . R. 4486 (113 Cong. 
Rec. 911); H . R. 10726 (113 Cong. 
R ec .) .
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Report of the Sixth Session 
of the Joint F AO/WHO  

Codex Alimentarius Commission
Mr. Depew is the President of The Food and Drug Law Institute, Inc.

H E  S IX T H  S E S S IO N  of the  Food and A gricu ltu re  O rgan iza
tion (F A O )/W o rld  H ea lth  O rgan ization  (W H O ) Codex A li

m entariu s Com m ission w as held a t the  P ala is des N ations, G eneva, 
Sw itzerland . M arch 4-14, 1969. The session w as a ttended  by about 
200 reg is tran ts  m ade up of delegates and observers from  about 47 
countries—25 from  the  E uropean region, 2 from  N orth  A m erica, 10 
from  L atin  A m erica, 5 from  A frica, 2 from  the South W est Pacific 
and 3 from  A sia—and from  25 in ternational o rgan izations, as well as 
o ther in terested  observers. T he to ta l Com m ission m em bership a t the 
tim e of the  opening of the  m eeting  w as 63 countries and a t the  close 
65 countries—25 in the  E uropean region, 2 in N orth  A m erica, 11 in 
L atin  A m erica, 14 in Africa, 2 in the South W est Pacific and 11 in 
Asia. T h is is a sub stan tia l increase since the  close of the  F ifth  
Session w hen th e  to ta l m em bership w as 52.

T he Session w as opened in behalf of the D irectors-G eneral of 
FA O  and W H O  by D r. P . D orolle, D eputy  D irector-G eneral of 
W H O . In  his w elcom ing rem arks Dr. D orolle underlined the  im 
portance W H O  attached  to  the  w ork of the  Com m ission and ex
pressed his pleasure and th a t of the  D irectors-G eneral a t the  increase 
in the  m em bership of the Com m ission.

Composition of Sixth Session
T he U n ited  S ta tes D elegation consisted of 14 represen ta tives, 

including Mr. George R. G range, D epu ty  A dm in istra to r, C onsum er
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M arketing  Service, U. S. D ep artm en t of A gricu ltu re , its Chairm an, 
and  Mr. J. K enneth  K irk , A ssociate Com m issioner for Com pliance, 
Food and D rug  A dm inistra tion , C onsum er P ro tec tion  and E n v iro n 
m ental H ea lth  Service, D ep artm en t of H ealth , E ducation  and W el
fare, his a lte rn a te , w ho w ere assisted  by M r. J. W . Slavin of the
U. S. B ureau of Com m ercial F isheries, and by the follow ing industry  
rep resen ta tives: Irv in  A. Hoff, U. S. Cane S ugar Refiners A ssocia
tion, J. Russel Ives, A m erican M eat In s titu te , L eonard  K. Lobred, 
N ational C anners A ssociation, M ichael F. M arkel, Esq., Jan  J. M er
tens, N ational C anners A ssociation , D onald M. M ounce, Cam pbell 
Soup Com pany, A lbert H. N agel and R ussel J. O lsen, bo th  of General 
Foods C orporation, R obert G. R uark , Corn P ro du cts  Com pany, Dr. 
H ow ard  C. Spencer, T he Dow  Chem ical Com pany, and Dr. J. B ryan 
Stine, K raft Foods D ivision of N ational D airy  P ro du c ts  C orporation.

D uring  the  session the Com m ission reelected Mr. J. H. V. Davies 
of the U n ited  K ingdom  to serve from  the end of th is  Sixth Session 
un til the end of the  Seventh Session. T he Com m ission also reelected 
Mr. I. H . S m ith  of A ustra lia . Mr. E . M ortensen of D enm ark , and 
P rofessor D r. O tto  H ögl of S w itzerland as Vice Chairm en for the 
sam e period. T he Com m ission also appointed  Dr. B. W ilder of A us
tr ia  as C oord inato r for E urope to  serve in th a t capacity  un til the 
end of the  N in th  Session of the Comm ission.

Important Progress
T he m ost valuable w ork accom plished by th is session of the 

Com m ission w as the  approval at step 9 of the Codex procedure of 
com m odity stan dards for honey, m argarine , lard  and rendered pork 
fat, edible soya bean oil, edible sesam e seed oil, edible safflower seed 
oil, prem ier jus, edible tallow , edible fats and oils not covered by in
dividual standards, canned Pacific salm on, w hite  sugar, pow dered 
(icing) sugar and soft sugars. T he Com m ission also approved the 
G eneral S tan dard  for the  L abeling  of P repackaged Foods and the 
Code of H ygienic P ractice  for D ried F ru its  at step 9, also the  to le r
ances in certain  foods for hydrogen cyanide, inorganic brom ide and 
m alathion.

T he o ther sugars, n a m e ly ; glucose syrup, dried glycose syrup , 
dex trose m onohydrate, dex trose anhydrose  and lactose, had been 
approved a t step  9 of the  F ifth  Session as had a num ber of s tan dards 
for canned fru its  and vegetables. H ow ever, the S ecretaria t delayed 
sending these ou t to  governm ents. Ju s t w hen these stan dards and
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those approved a t the  S ix th  Session will be sen t to  governm ents re
m ains uncertain . T he stan dards for fats and oils will be delayed for 
a w hile for reasons w hich will be discussed later. A pproval a t step  9 
leaves only the  acceptance of the  stan dards by an app ropria te  num ber 
of governm ents to  entitle  the Com m ission to take the final step  of 
publish ing them  as Codex standards.

E ig h t food colors found acceptable for use in food by  the Codex 
C om m ittee on Food A dditives and w hich had been given acceptable 
daily in takes for m an by the Jo in t F A O /W H O  E x p ert C om m ittee 
on Food A dditives w ere approved by the Com m ission for the in form a
tion  of governm ents.

T he Codex C om m ittee on Food A dditives decided at its M arch, 
1968 Session th a t it w ould no t propose a general definition for “food 
add itives.” As regards con tam inants, the C om m ittee agreed th a t 
these w ere substances w hose presence in food w ere no t in ten tional 
and therefore should be defined separately . T he Com m ission a t the  
S ixth Session also decided to  defer fu rth er consideration  of the 
definitions of “food add itives,” “ con tam in an ts” and “process” un til 
its nex t session and to  request fu rther governm ent com m ents on 
them . T he U n ited  S ta tes delegation po in ted  ou t th a t the  C om m ittee 
on Food A dditives a t its nex t m eeting will consider m icrobiological 
procedures and urged th a t experts fam iliar w ith  m icrobiology a ttend  
the  m eeting.

Rules of Procedure
A t the F ifth  Session of the Com m ission, C anada proposed th a t 

regional stan dards be lim ited to  “food produced exclusively and 
consum ed m ainly w ith in  the  geographic reg ion” on the  g round  th a t 
regional stan dards for com m odities w hich m ove in w orld trade  m ight 
operate  to  restra in  trade. T he E xecutive C om m ittee, a t its June 1968 
m eeting, recom m ended ano ther solution to  the problem  of regional 
standards w hereby the  Com m ission w ould control th e ir elaboration, 
nam ely, th a t such regions could only proceed w ith  regional s tan dards 
if the Commission so determined. A fter len g thy  debate a vote w as taken 
on the  E xecu tive C om m ittee proposal. T he vote show ed 37 countries 
p resen t w ith  22 for, 14 against and 1 abstention . As the  R ules of P ro 
cedure require a tw o-th ird s m ajo rity  of the votes cast for an am end
m ent or add ition  to  the Rules, the proposal failed.
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General Principles
O ther item s debated a t leng th  were proposed am endm ents to 

the G eneral P rincip les of the  Codex A lim entarius Com m ission as 
they  re la te  to  the  P urpose of the  Codex, specifically to  provide for 
Codes of P ractice, G uidelines and o ther recom m ended m easures. T he 
need to  express the purpose of p ro tec tin g  the  consum er was stressed 
and the  delegate of the In te rn a tio n a l A ssociation of C onsum ers’ 
U nions expressed her appreciation  of th is view. In  the  course of 
discussion it w as po in ted  ou t th a t the  Codex could only be expected 
in its early  years to  be a com pendium  of food leg islation in the 
various countries w hich w ould m ake it easier to  learn w h at the dif
ferences are in the law s of the various countries. I t  was s ta ted  th a t 
the Codex could no t be expected to  resu lt in an im m ediate harm oni
zation of food law s and stan dards bu t th a t it would lead little  by 
little  to  u ltim ate  harm onization  of them .

T he Com m ission approved the recom m endation of the  C om m it
tee on G eneral P rincip les th a t the provision for “A cceptance w ith  a 
D eclaration  of M ore S tring en t or Supplem entary  R equ irem ents” be 
abolished and approved the C om m ittee’s recom m endation of a revised 
tex t for “A cceptance w ith  M inor D ev iations.” T his tex t provides for 
the inclusion of all types of deviation if these are judged to  be m inor 
by the Com m ission. The delegate of W est G erm any said the accep t
ance procedures raised a num ber of difficult questions as to  th e ir  legal 
im plications and as to the  practicab ility  of the procedures. H e said 
fu rth e r th a t th ey  im pose extensive ob ligations on accep ting  countries 
w ith ou t the  principle of reciprocity . H e expressed concern th a t the 
p resen t Rules w ould preven t m any countries from  g iv ing  full ac
ceptance and proposed the estab lishm ent of a group  of legal experts 
under the  Codex C om m ittee on G eneral P rincip les to exam ine the 
various questions w hich he felt to  be unresolved, it being understood 
th a t the  proposal should no t in any w ay delay the  progress of the 
w ork on standards. Several delegations supported  th is  view  b u t the 
m ajo rity  felt th is  unnecessary  and th a t the  acceptance procedures 
w ere provisional in na tu re  and could be reexam ined if necessary in 
the  ligh t of experience.

Food Labeling
T he Com m ission considered the G eneral S tan dard  for the L abel

ing of P repackaged  Food and decided by a m ajo rity  of the  m em bers 
p resen t th a t it should be a general s tandard  ra th e r th an  a guideline. 
I t  w as then  advanced to  step  9 b u t w ith  m ajo r revisions. T he  E u ro 
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pean countries objected strenuously  to  the provision in the  s tan dard  
as approved by the Codex C om m ittee on Food L abeling  th a t all 
ingredients be declared on the label. I t  w as proposed and adopted  
th a t, w here national legislation does no t require th is, acceptance can 
be on the basis th a t the ingred ien t in form ation provided on the label 
need only be sufficient to  enable the consum er to  un derstan d  the 
natu re  and w orth  of the  food, provided th a t the food is of well 
know n com position and the absence of a declaration  of ingred ien ts is 
no t prejudicial to  the consum er. P resum ably , the accep ting  govern
m ent is the body w hich can decide if these conditions are m et. T he 
delegate of the In terna tion al A ssociation of C onsum ers’ U nions sup
ported  the need for a general s tandard  for unstandard ized  foods and 
the show ing of all ingredients. T he U nited  K ingdom  pointed ou t 
th a t it is exactly  in the field of unstandard ized  foods th a t the  con
sum er needs the  in form ation required  by the standard . T he standard , 
as approved, includes a num ber of class nam es for substances which 
do not have to  be declared by th e ir  com m on or usual nam es, such 
as herbs, spices, anim al and vegetable fats and oils, colors, flavors, 
em ulsifiers, b leach ing  and m atu rin g  agents, etc. T he Com m ission 
said th is list is not exhaustive and th a t it can be am ended la te r  by 
the addition of fu rth e r class nam es. I t  was decided to  defer un til 
the nex t session consideration  of the question  of w hether the  Codex 
C om m ittee on Food L abeling  could consider advertisem ents in re
lation to  claim s in labeling.

I t  w as decided th a t the next m eeting  of the Com m ittee should be 
held in Rom e im m ediately before the next session of the Com m ission 
ra th e r than  in O ttaw a, the capital of the  chairing  country , Canada, if 
it is determ ined th a t a m eeting  is needed before the  nex t Com m is
sion session.

Standards for Fats and Oils
T here w as substan tia l opposition to  perm ission to  use colors and 

em ulsifiers in the  G eneral S tandard  for Edible O ils and F ats. S w it
zerland suggested  a vote to  elim inate th e ir use in oils. I t  was pointed 
ou t by the  U nited  S ta tes th a t the C hairm an should define the differ
ence betw een fats and oils before a vote be taken  on the m atter. The 
C hairm an said th a t, as the experts had been unable to do th is  in the 
F a ts  and Oils C om m ittee, he could no t do so and no vote w as taken. 
F rance suggested  th a t, as there  w as so m uch disagreem ent about 
the standard , it should be given a fu rther chance to ripen by being
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sen t back to the  C om m ittee ra th e r th an  being passed to step  9. 
O therw ise the s tan dard  m ight be accepted w ith  m any reservations 
w hich w ould be undesirable. T he  C hairm an suggested  th a t the Com 
m ission reflected the sam e division th a t had been expressed in the 
Com m ittee and th a t there was rem arkab le unanim ity  except w ith 
respect to  the  additives. On a vote the S tan dard  for Edible Oils and 
F a ts  w as passed to step  9 w ith  11 countries for. 10 against and 15 
absten tions (a fte r m arine oils had been excluded).

I t  was then  agreed w ith  respect to the additives proposed for 
use in fats and oils th a t the Jo in t F A O /W H O  E x p ert Com m ittee on 
Food A dditives will be requested  to consider at its nex t session those 
add itives in the s tan d ard  w hich have no t ye t been evaluated  toxico- 
logically. T he Codex C om m ittee on Food A dditives will then  be re
quested  to  consider a t its nex t session the endorsem ent of those food 
additives in the s tan dard  which it has no t yet endorsed, and for w hich 
the E x p ert C om m ittee w as able to estab lish an acceptable daily in 
take (A D I) or tem p orary  A D I. W hen  sent to  governm ents, the 
stan dards will contain only those additives which have been prev i
ously endorsed, or tem porarily  endorsed, and those w hich m ay be 
endorsed or tem porarily  endorsed a t the next session of the  Codex 
C om m ittee on Food A dditives. A ny additives no t so accepted will 
be deleted from  the  stan dard  at th a t tim e. H ow ever, the  possibility  
w as left over of reconsidering  them  at the nex t session of the F a ts  
and O ils C om m ittee and to  again refer them  to the A dditives Com 
m ittee for u ltim ate  inclusion in the  standards. I t  is th u s  essential 
for A m erican in du stry  to w ork closely w ith  these C om m ittees to  
assure  th e  approval of any add itives felt to  be needed.

W ith  respect to  m argarine, a t the suggestion  of the U n ited  K ing 
dom, it w as decided to  add the follow ing additional requ irem en t: 
M axim um  w ate r con ten t -  16% of the product, by w eight.

Standard for Honey
F u rth e r  evidence of the  difficulties in securing w orldw ide h a r

m onization m ay be found in the actions taken  w ith  respect to  the 
s tan dard  for honey. C anada proposed th a t reconsideration  be given 
to  the  decision taken  last year th a t th is stan dard  be a regional one. 
T h is proposal w as defeated by 15 votes to  9 w ith  11 abstentions. T he 
U nited  S ta tes objected to  the values estab lished for diastase activ ity  
and hydroxym ethy lfu rfu ral con ten t, on the g round  th a t m uch of the 
honey produced and consum ed in the  U. S. w ould no t m eet those
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values. T hese provisions of the honey standard  are not in conform ity  
w ith  the Codex principle of estab lish ing  m inim um  stan dards for 
w holesom e acceptable products. T he honey stan dard  contains criteria 
for a special quality  product which excludes m uch good and w hole
som e honey.

Standard for Sugars
In  the discussion relative to the stan dards for w hite  sugar, 

pow dered (icing) sugar and soft sugars, the  question w as raised by 
several delegations as to  w hether su lphur dioxide w hich is used d u r
ing the processing of sugar, essentially  as a bleaching agen t b u t not 
added to the  end product, should be considered as a con tam inan t or 
a food additive. I t  w as decided th a t it should be considered a food 
additive bu t the  labeling provisions w ere am ended to  delete the re 
qu irem ent th a t it be shown on the label. T his decision was also m ade 
applicable to  the  sugars passed to step  9 at the F ifth  Session, and 
w as strong ly  supported  by the E uropean countries. I t  seem s incon
sis ten t w ith  th e ir general a ttitu d e  of opposition to the use of food 
additives and th e ir  insistence th a t any used should be declared on 
the label.

Food Standards Work in Africa, Asia and Latin America
A t the F ifth  Session of the  Com m ission, the S ecre taria t was 

requested  to  prepare surveys on the  needs of A sian and L atin  A m eri
can countries in respect of the  p a tte rn s  of trade in foods and in 
respect of food legislation and standards. T hese reports were p re
pared and subm itted  to  the Com m ission. Some delegations w ere of 
the opinion th a t the in form ation contained in these papers stressed 
the need to  consider the pa tte rn  of trade betw een countries before 
em bark ing  on new work. A delegate from a L atin  A m erican nation 
sta ted  th a t there was need for increased collaboration betw een the 
J O IN T  F A O /W H O  Codex A lim entarius Com m ission and the  Pan 
A m erican S tandards Com m ission w hich is recom m ending food s tan d 
ards for adoption by the countries of South and C entral A m erica and 
th a t g rea te r publicity  should be given to the w ork of the Codex 
Com m ission in the region of L atin  Am erica. T he U nited  S ta te s’ 
delegate advised th a t the  U nited  S ta tes of A m erica S tandards In 
s titu te  had inform ed the Pan A m erican S tandards Com m ission th a t 
food stan dards w ork in L atin  A m erica should be coord inated  w ith  
the  Codex Com m ission. I t  w as agreed th a t these papers and the
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paper on A frica prepared for the F ifth  Session should be sen t to the 
countries of the  regions concerned requesting  fu rther in form ation so 
th a t m ore com plete and up-to-date repo rts  could be put before the 
next session of the Com m ission. G hana suggested  th a t the tim e was 
now opportune to  set up a C oord inating  C om m ittee for Africa. T he 
Com m ission considered th a t it w ould be p rem atu re  to  em bark on the 
estab lishm ent of th is com m ittee before the m em bership in the Com 
m ission of the A frican countries had increased.

Progress on Other Standards
Also sent ou t for com m ents at step  6. th a t is for a second round 

of com m ents, w ere the com m odity stan dards for edible fungi, natural 
m ineral w ater, olive oil. m ustard  seed oil. various fru it juices, canned 
green peas, canned m ushroom s, canned straw berries, canned plum s, 
canned raspberries, canned fru it cocktail, frozen gu tted  Pacific sal
mon, frozen fillets of cod and haddock, and canned shrim ps and 
praw n. T he  Com m ission fu rther sent out a t step 6 the Sam pling 
P lans for P repackaged  Foods, T echnical P rocedures for Sampling 
Foods and the Codes of H ygienic P ractice for D esiccated Coconut, 
D ehydrated  F ru its  and V egetab les includ ing  Edible F ungi, and 
Q uick F rozen F ru it and V egetab le P roducts. In addition , the Com 
mission adopted tolerances, temporary tolerances and practical residue 
limits for aldrin, dieldrin, diphenyl, heptachlor and heptachlorepoxide, 
hydrogen phosphide, lindane, m aliathon, inorganic brom ide, piperonyl 
bu toxide and py re th rins. and passed them  to step  6.

T he Com m ission approved Guidelines for the E laboration  of 
Codex S tandards for Foods for Special D ie tary  U ses. T hese included 
the provision th a t foods for special d ietary  uses should be freely 
available w herever foods are sold and w ithou t licensing requirem ents 
not im posed on foods generally .

Other Matters Considered
D r. H. S teiger, Chief of D ivision of the E uropean  Econom ic 

C om m unity (E E C ) , reported  th a t p u rsu an t to  the tre a ty  of Rome 
w hich estab lished the E E C , free trade was required  to  occur in the 
countries w hich w ere parties th e re to  by Jan u ary , 1970. H e expressed 
the hope th a t m any food law  problem s would be resolved prior to 
th a t date. H e subm itted  a w ritten  report on progress tow ard  h a r
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m onization  w hich show ed th a t general regu la tions covering packag
ing m aterial, dietetic foods, labeling, preserves and canned food, and 
sam pling procedures w ere in the course of p reparation . I t  also sum 
m arized the s ta te  of the w ork on food additives and on com m odities 
or com m odity groups. Mr. S te iger said he w as not in a position to 
give a clear indication of w hen the regula tions referred  to  in the 
repo rt w ould come in to effect in view of the fact th a t th is sub ject 
was p resen tly  under discussion w ith in  the  Com m unity.

T he Council of E urope reported  it is w ork ing in the field of 
m ig ration  of chem icals from  packaging m aterials and also in the field 
of flavorings and will subm it its recom m endations to  the Com m is
sion in due course.

T he Com m ission postponed any action on standards for soups, 
b ro th s and edible ices, w ith respect of soups and bro ths un til receipt 
of answ ers from governm ents to  a questionnaire relative to  need and 
national legislation, etc., and with respect to edible ices until a report to 
be prepared by the Secretariat covering international trade was submitted.

T he foregoing report discloses th a t while progress tow ards h a r
m onization of food law's m ay be expected to  proceed, it will be a t a 
slow pace. T here are m any difficulties yet to be overcom e. H ow ever, 
m uch solid progress w'as m ade at th is S ix th Session. M essrs. G range 
and K irk  and all o ther m em bers of the U n ited  S ta tes D elegation 
w orked m ost d iligen tly  and effectively to  p ro tect the in terests  of the 
A m erican consum er and the A m erican food industrv .

T hose desiring  a m ore detailed repo rt on th is  m eeting  m ay secure 
it by w ritin g  to  :

U. S. FA O  Inter-Agency Sub-Committee on Codex Alimentarius 
Agriculture Marketing Service, U. S. Dept, of Agriculture 
W ashington, D. C. 20250

[The End]
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Food Control and Food Standards 
for Consumer Protection 
in Developing Countries

By HANS P. MOLLENHAUER
Hans P. Mollenhauer, Oberregierungsrat in the Federal Ministry 
of Health, W as the Alternate on the Delegation of the Federal 
Republic of Germany to the Second and Third Meetings of the 
Codex Alimentarius Commission. He Is Now With the Food and 
Agriculture Organization (FAO) of the United Nations, as 
Chief of the Food Standards, Additives and Regulations Section.

FO O D  C O N T R O L  in its various aspects is as old as hum an civili
zation  if w e un derstan d  it to  be a form  of superv ision exercised 

by som e au th o rity  over production and supply of foods in g roups of 
hum an population.

T he reasons behind food contro l have been as varied as the h is
to ry  of hum an relations in civilized life. T w o broad political m otives 
m ay be recognized am ong these : one is the contro l of available food 
in o rder to  rule th e  population. W hoever is in possession of the  food 
supplies is in a position to  yield power. In  th is sense, au tho rities  m ay 
be in terested  in accum ulating  foods in p repara tion  for w ar or tak in g  
charge of food sto res and d is trib u tin g  ra tions du ring  w ar tim es. T he 
o ther m otive for food contro l is the  w ellbeing of the  population 
w ith ou t any u lte rio r reason. In  the  form er case the  au tho rities take 
possession of the  food supplies in various w ays, in the  la tte r  they  
superv ise the  exchange of foods betw een producer, d is trib u to r and 
consum er, and it is th is  la tte r  situa tion  w hich will be the sub ject 
of m y fu rth e r deliberations.

History of Food Control
In  an tiq u ity , we find a w ell-organized system  of food control 

w hich, a t least in Rome, w as based on bo th  m otives of s ta te  control
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over available supplies in order to  exert political pow er such as d is
trib u tion  of funds to  certain  classes for ga in ing  th e ir favor and votes, 
as well as for p ro tec tin g  the consum er against poor quality , fraud 
and high prices (the  L ex Ju lia  de A nona).

A fter the d isin tegration  of the R om an E m pire, which for a cer
tain  period was survived by its o rgan ization  of food control (the  
office of P raefec to r A nonae existed well in to the seventh  century), 
the  food control w as as disorganized as the political scene.

In  the  early M iddle Ages, a certain  am ount of food control was 
m ain ta ined  by local au tho rities  and principalities w ith  respect to 
the quality  of foods, for instance, those w hich were to  be delivered 
to  the troops and feudal institu tions. T here w as also som e contro l of 
the  goods being delivered to public m arkets. An in terestin g  develop
m ent of consum er pro tection  is noticeable w ith  the s treng then in g  of 
the guilds. The guilds exercised a very s tric t control of quality  and 
price including raw  m aterials, m ethods of processing and quality , and 
w eigh t and m easure of the final product. T his w as a sound reaction 
to  the general political d iso rder: the in du stry  protected  itself by m ain
tenance of a certain  quality  s tan dard  enforced by m easures of self- 
control. I t  was in those days th a t the fam ous N u rem b urg  g ing er
bread m akers, the E nglish cloth m akers, the B avarian beer brew ers 
began to  build up th e ir im age of high quality  w hich has stood them  
in good stead ever since.

W ith  the d isappearance of the  guilds, food contro l w as again left 
to  local au tho rities  un til about the m iddle of the n ineteen th  century . 
T he new ly-rising  national governm ents recognized the need for a 
w ell-organized system  of food control. T he lead in E urope w as taken 
by the  B ritish  w ith  th e ir  estab lishm ent of the P u re  Food A ct in 
1860. T h a t A ct w as followed by the G erm an food law s in 1886: 
T hese  law s w ere the beg inning of the m odern era of consum er proT 
tection  against fraud, m islead ing practices and the m arketing  of food 
th a t is harm ful to health.

In  concluding th is section on historical background, the som e
w h at varied developm ent of countries which were sub ject to  occu
pation  by o ther countries m ay be m entioned. In  some cases the oc
cupying forces in terfered  w ith  the local food supply in a form  of 
food control. T his could m ean th a t a coun try  w as forced to  change 
its econom ic system  in order to  produce certain  com m odities for 
export. T h is  w as som etim es to the advantage of the occupied coun
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try, as in the case of the Romans introducing viticulture on the Moselle 
in G erm any. O th e r exam ples in m ore m odern tim es w ould be m ono
cu ltu res replacing a m ixed ag ricu ltu ra l econom y. T he econom ical and 
com m ercial effects of th is  la tte r  occurrence in Ceylon have been 
illu stra ted  by V. N ad ara jah .1 T he effects of changing  a trad itionally  
ag ricu ltu ra l econom y in to  an industria lized  one m ay influence the 
social p a tte rn  to  such an ex ten t th a t the  coun try  becom es dependent 
on foreign m arkets for m ost of its food supplies. T he  effect in Ceylon 
had been th a t low quality  foods w hich w ere often unsound found 
th e ir w ay onto the  m arket. Some of these goods w ere im ported  from 
countries w hich refused cargoes of foods th a t fell below the  requ ire
m ents of th e ir  own food standards. T his, of course, is a com m on oc
currence— not lim ited to  Ceylon— th a t foods w hich are below  the 
stan dards of one cou n try  are shipped “elsew here.”

The Present Situation
I t  is a com m on problem  th a t the  quality  level laid down by local 

stan dards and regu lations varies from  cou n try  to  country , p u ttin g  
the  consum er of a coun try  w ith  a low stan d ard  level or w ith  the  ab
sence of any  such stan dards at a disadvantage.

T he need for consum er p ro tection  in the  developing countries 
and particu larly  in those w hich have only recen tly  gained th e ir  inde
pendence differs to  a certa in  degree from  m ore industria lized  coun
tries w here th ere  has a lready been som e quality  con tro l and health  
pro tection  in th e  field of foods and w hose governm ents are now s tr iv 
ing to  harm onize th e ir  va ry ing  regu lations in ternationally .

In  developing less industria lized  countries, there  are needs for 
consum er pro tection  very  sim ilar to  those  in o ther countries, bu t 
som e problem s are specific and need particu la r a tten tion . In  som e 
countries, there  are rem nan ts left from  the tim es of governm ent de
pendence du ring  which the  law s of the ru ling  coun try  had been 
in troduced—law s w hich had been developed under different circum 
stances and from  different econom ic backgrounds. A bad exam ple 
w ould be an ordinance for bread, p roh ib iting  the  use of any  o ther 
flour b u t w heat flour in a cou n try  w here th ere  is no w heat available. 
Some countries m ay be en tire ly  dependent on im ported  food sup
plies ; in th is  case one could afford h igh quality  stan dards sim ilar 
to  those of the  countries of origin. Som e countries m ay, however,

1 Contribution to FA O Regional Food “ Food S tandards and L egislation  in 
L egislation  Sem inar, B angkok, 1962, Ceylon.’’
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go th rough  a tem porary  phase of developing th e ir own resources as 
against im ported foods. H ere the question  arises w hether the  im 
ported  foods should be allow ed to be of a s tan dard  low er than in te r
national stan dards if, a : least tem porarily , lower stan dards are needed 
for locally produced foods. T his can, of course, only concern quality  
and no t health .

M any developing countries do have a food law — either inherited  
or recently  e laborated—but lack the  facilities for im plem entation. 
T his m ay be one of the m ost m arked differences com pared w ith  m ore 
industrialized  countries. T hey do not have enough tra ined  staff to 
w ork as food control officials at various levels, s ta rtin g  w ith the  in
spector or controller-policeman, who draws the samples, right through 
to  the labora to ry  chem ist and m agistra te , who finally deal w ith  the 
resu lts  of these efforts.

A fu rth er field th a t needs im provem ent in developing countries— 
possibly m ore than  in o thers—is the elaboration  of individual com 
m odity stan dards to  fill in the broad areas circum scribed by the basic 
food law , th a t is, to  provide detailed answ ers to  the questions w hen 
a particu lar food is adu ltera ted  or m isrepresented . T his is particu larly  
so w ith  trad itio nal foods.

M ost countries, irrespective of th e ir s ta te  of industria liza tion  or 
developm ent in the norm al sense, need fu rther developm ent in the 
field of consum er education. T he educated and inform ed consum er 
is an im p ortan t p a rtn e r in the econom y of all countries.

Methods of Food Control for Consumer Protection
Food contro l is carried ou t best at th ree  le v e ls :
I. T he L aw

(a) R egulations
(b) C om m odity S tandards
(c) Codes of P ractice  for H ygiene, P rocessing , etc.

II . Food Inspection
(a) In -p lan t quality  control
(b) Official inspection and contro l for consum er protection

(i) tak in g  of sam ples
(ii) analysis
(iii) prosecution

III . C onsum er E ducation
(a) M eaning of food standards
(b) Q uality  and value consciousness
(c) E stab lishm en t of consum er represen ta tion
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I. The Laze.—The whole edifice of food control is based on a gen
eral law  w hich sta tes w hat au tho rities  are responsible for its adm in
istra tion  and execution and w hich lays down certa in  principles, such 
as the  definitions of food, appliance, food additive, con tam inant and 
residue; it will also contain basic principles concern ing health , 
adu ltera tion , m isrepresen ta tion  or fraudulen t practices. T he com 
m odity  stan dards s ta te  w hat the designation, com position and app ro
priate  labelling of a particu lar food item  or group  of foods should be. 
F rom  th is inform ation, the m ag istra te  or judge m ay rule wdrether 
food is adu ltera ted , etc. F u rth e r  useful legal in strum en ts  for en
cou rag ing  fair practice in m anufacture, processing, hand ling  and 
sto rage of food are official m anuals or codes of practice, less form al 
than  law s or regulations th em se lv es; these are very useful because 
they  som etim es refer to acts or circum stances which cannot be fully 
exam ined by la ter analysis. T he Legal D ep artm en t of the Food and 
A g ricu ltu re  O rgan iza tion  (F A O ) has published a general guideline2 
for the elaboration  of such basic laws.

II. Food Inspection .— T he exam ination of the com position, quality  
and q u an tity  of a food is carried out at tw o levels. T he first is in- 
p lan t control carried  out by the m anufac tu rer for various reasons. 
H e has an in terest in the p roper function ing  of his m anufactu ring  
process and is desirous of consisten tly  producing  products of a sim 
ilar “s tan d ard .” T his “fac to ry -stan dard” does not necessarily  agree 
w ith the official food standards. Some m anufacturers will strive  to 
produce an average slightly  above the official standard , som e will 
produce an average to  agree w ith  the official standard . T he unfair 
practice of con tinuously  producing an average sligh tly  below  the 
official s tan dard  need not be m entioned here. F or new ly-established 
industries try in g  to  gain a new m arket, it w ould be a good policy to 
aim at producing  an average th a t lies above the legal m inim um  re
qu irem ent in order to allow for technical difficulties th a t m ay exist.

W h atev er the  policy, the em ploym ent of a quality  control staff 
in the factory  is of param ount im portance for the w ellbeing, not only 
of the consum er bu t also of the econom ic situation  of the m anu
facturer. P ro per m anagem ent and costing  of any m anufactu ring  
process are inseparab ly  linked w ith  quality  control.

D uring  its m anufacture  and especially a fte r hav ing been offered 
for sale, the  food product is sub ject to  official control. T he purpose 
of th is  control is exclusively consum er protection . Sam ples are col

" “ Food L egislation : Basic P rinci- F A O ) P G /6 7 /S —SP10/30—W S/63509. 
pies” (N ote by the Legislation Branch of
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lected at random , analyzed and evaluated by appropria te ly  tra ined  
personnel. I t  cannot be over-em phasized th a t any legal provision is 
quite ineffective if not followed up by efficient enforcem ent. T he 
staff can be classified in to tw o groups. One is the  inspector w ho 
physically  inspects the  food m anu fac tu ring  and processing p lants, 
cold sto rage, m arkets and o ther po in ts of sto rage, d istribu tion  and 
sale. H e is fam iliar w ith  the cu rren t provisions and requirem ents 
of food standards, codes of hygiene, etc. and has certain  au th o rity  
w hich is sim ilar to  th a t vested in the police force, to  en ter prem ises 
and take sam ples under specified conditions.

A t th is level, m ost countries suffer from  a deplorable lack of 
p roperly  tra ined  personnel. T he inspectors m ostly  belong to  various 
au tho rities— federal, s tate , m unicipal or o th e r s ; they are som etim es 
m em bers of the  police force w ith little  specific tra in ing  in food tech 
nology and legislation, w hich is a p rerequisite  for efficient execution 
of th e ir duties. T he next category  of food contro l officials consists 
of chem ists, veterinarians and physicians who analyze and evaluate 
the  sam ple. T h is is done in special laborato ries estab lished and of
ficially au thorized for th is purpose. T hey  should not norm ally engage 
in any com m ercial ac tiv ity  such as g iv ing expert opinion and exper
tise to  the  in du stry  for paym ent.

A fu rth er consideration in th is  chain of food control is the  avail
ab ility  of m ag istra tes and courts of justice  w ho can deal w ith m atte rs  
concern ing the food law  w ith in a reasonable tim e. In  m any cases 
legal procedure requires the sto rage of sam ples un til the case comes 
up in court, and th is m ay take longer than  the  norm al shelf life of 
the food item.

III . Consumer Education.— In these modern times we have gone a 
long w ay since m an learned to  build m otor cars, to  construc t com 
fortable houses and to  produce pa ten t convenience foods. F o r d riv 
ing  a m otor car, we need a lic en se ; for bu ild ing  a house an arch itect 
and a law yer, bu t for spending about one-th ird  of our incom e on 
food, we rely on very little  train ing .

U ntil th ree  generations ago we needed little  tra in in g  to  evaluate 
the  quality  of food because m ost people w ere still very  closely re
lated to  the  production and processing of food, and they  could rely 
on th e ir ab ility  to  judge its quality  and m onetary  value. T h is has 
changed to  a considerable extent, since the larger num ber of people 
now live in cities rem oved from  the production areas. All they  see 
now is food carefully and hygienically w rapped and sealed so th a t
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th ey  cannot touch, ta s te  or smell it for quality . Q uality  in th is con
tex t is the  sum  of aesthetic  and nu trition al value and su itab ility  for 
a desired purpose (convenience).3 In  som e cases even the qu an tity  
is hard  to  evaluate, and com parison of the price of various sized pack
ages is only possible w ith  g rea t difficulty. W h a t is needed is a basic 
tra in in g  in the evaluation of foods and in the  understan d in g  of m odern 
food processing.

In  the  past in som e countries, there  have been heated  debates 
because of th is lack of un derstan d in g  betw een the factions of “con
sum ers” and “ in d u stry .” An un derstan d in g  of the needs of m odern 
technology can only be reached w ith  a jo in t effort by governm ent, 
science, in du stry  and “consum ers.”

Some countries already provide for the partic ipation  of som e con
sum ers’ rep resen ta tives in the  elaboration  of food law s and standards 
given. H ow ever, in m any cases the  consum ers’ rep resen ta tives are 
sufficiently equipped ne ither w ith  know ledge of food technology and 
the  technical experience of law -m aking, nor w ith  sufficient m oney and 
staff. In  o rder to  play th e ir role efficiently, consum ers and th e ir 
rep resen ta tives, need as m uch tra in in g  as the  food control official or 
the  industria l quality  control em ployee. An im portan t sub ject for 
tra in in g  is th a t of food s ta n d a rd s ; for anybody engaged in elabora
tion of food standards, it is quite su rp ris in g  to find how little  know l
edge the average consumer has of these things. Controversies between 
in du stry  and the au tho rities  over certain  details of food standards 
m ean very  little  to  the average consum er for lack of know ledge. 
I t  would be qu ite  a shock to m any of them  to learn th a t milk, for 
instance, con tains about 85% w ater, or chocolate up to  50% fat. T his 
w idespread lack of detailed know ledge can lead to  tw o con clu sion s: 
e ither th a t the efforts of au tho rities concerned w ith  the quality  of 
foods (except the health  aspect) are uncalled for because the  con
sum er does no t know  any  be tte r, or th a t the consum er m ust be 
educated  and inform ed to  a m uch g rea te r ex ten t than  he has been 
in the  past. T he problem  of the lack of consum er education and 
quality  consciousness is no t lim ited to  countries of any particu lar 
level of industria liza tion  or developm ent. H ow ever, in less in d u stria l
ized countries w here consum er education has no t received m uch a t
ten tio n  so far, governm ents have a unique oppo rtun ity  of tak in g  the 
lead in in itia tin g  consum er education program s as against o ther

3 “Food P rocessing  and H o usehold” Econom ics, S tu ttg art, 1968 (in Ger- 
published by German Society for Home m an).
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countries w here such program s and o rgan izations have sp run g  up in 
a m ore haphazard  way.

Future Work
T here can be no single line of a ttack  for in tensify ing  consum er 

pro tection  and education, nor is there  a clear d istinction  possible 
betw een m ore and less developed countries. R egard ing  the basic 
food law, m ost countries already have som e legal in strum en t w hich 
m ay be new or m ay stem  from older tim es, according to  th e ir  general 
legal concept. As previously m entioned, a general guideline for the 
requirem ents of the basic food law  has been e laborated  by FA O  and 
can be consulted  by the legal au tho rities in every country . F u rth e r 
advice m ay be useful from  experts, how ever, and th is should be dealt 
w ith by the legal departm ents in each coun try  according to  th e ir 
acquired system .

T he situation  is quite different in the  technical field, for exam 
ple, food standards, w here m ostly  technological and econom ical 
ra th e r than  legal know ledge is required. M any countries have already 
e laborated  th e ir  own stan dards and are now engaged in try in g  to  
harm onize th e ir  stan dards in terna tionally  th ro ug h  the  Codex A lim en- 
ta riu s Com m ission, w hich need no t be described here.

In  th is  respect, developing countries ( th a t is, countries, includ
ing som e industria lly  well-developed coun tries), w hich are about to  
develop th e ir food stan dards are in a favorable position in th a t they  
m ay avoid the  m istakes w hich have been m ade in the  past. F o r such 
countries, partic ipation  in the w ork of the Codex A liinen tarius Com 
m ission and its technical com m ittees would be very beneficial indeed.

Less industria lized  countries m ay have som e difficulties in fully 
p artic ipa tin g  im m ediately because of a lack of travelling  funds, or of 
app ropria te  staff, or sim ply because the Codex S tandards w ould not 
be of m uch use in the  p resen t s ta te  of th e ir economy.

A n im p ortan t provision of the  S ta tu tes  of the Codex A lim en- 
ta riu s Com m ission could be of particu lar in terest to  developing 
countries, and th a t is the  provision for m aking e ither regional or 
w orld-w ide standards. T he R ules of P rocedure explain in detail how 
a R egional C om m ittee m ay be estab lished and how it functions. T he 
form ation of such R egional C om m ittees could be in strum en ta l in 
p rop aga ting  the  idea of in ternational food stan dards w ork in various 
regions of the  globe. I t  m ight be easier for the  countries w ith in  a 
region to  first m eet w ith  th e ir ne ighboring  countries who are w illing 
to  w ork on in terna tional food standards. Besides such psychological
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and political advantages, regional com m ittees w ould, of course, have 
the u rg en t task  of e laborating  stan dards for trad itio nal foods which 
are produced and traded  inside the region.

M uch fu ture w ork is needed in the field of food inspection. M any 
countries w hich already have a sa tisfacto ry  law  are suffering from  
inadequate m eans of inspection, and th is is a question of availability  
of personnel and th e ir tra in ing . T his holds likew ise for industria l 
quality  contro l as well as for supervision. P ro jec ts  for ag ricu ltu ra l 
and industrial developm ent financed by the U nited  N ations D evelop
m ent P rogram  or an}" o ther in ternational or national agency, should 
therefore include provisions for the  tra in in g  of quality  contro l ex
perts  and inspectors. T hey  should preferab ly  be tra ined  together. 
Sim ilarly , the  tra in in g  of food chem ists and veterinarians should be 
envisaged concurren tly  w ith  the  estab lishm ent of app ropria te  labo
ratories. T he tra in in g  of inspectors and chem ists could in itially  be 
carried  ou t abroad  in countries w here a fully estab lished food con
tro l service exists, prio r to  the  estab lishm ent of local cen ters for 
tra in in g  of food inspectors.

In  the field of consum er education, program s should be devel
oped for increasing  quality-consciousness and popu lariz ing  the  in tro 
duction  of food standards. G overnm ents could estab lish  sections in 
an app ropria te  m in istry  to  deal w ith  consum er questions and w ith 
consum er tra in in g  program s. T he U n ited  S ta tes G overnm ent, for 
instance, issues regu lar publications explain ing to  the  consum er the 
m ethods of food contro l and inspection and describ ing  various p ro 
visions of food stan dards in a language understandable  to  a laym an.

W h ere  a consum er organ ization  does no t exist, one could be 
estab lished w hich would extend and enlarge these activities. A prim e 
condition for the effective function ing  of such consum er organizations 
is the  proper tra in m g  of th e ir officials and represen ta tives sim ilar 
to  and preferab ly  to ge ther w ith  industria l quality  control staff and 
food contro l officials. I t  would be w orthw hile  for the in du stry  to  
invite su itable people from  consum er organ izations to  be tra ined  in 
quality  control and assessm ent.

T he final aim  of any  such efforts by governm ent, in du stry  and 
private  o rg an ’zations should be the  m aking of a w ell-inform ed con
sum er, capable no t only of en joy ing  his food b u t also of p lay ing  the 
im p ortan t role w hich is expected of him  as a consum er in a m odern 
econom y: the  furtherance  of a healthy  ag ricu ltu ra l econom y and a 
processing industry capable of supporting a modern standard of living.

[The End]
FOOD CONTROL AND STANDARDS FOR CONSUMER PROTECTION PAGE 2 6 7



ANTIBIOTIC SENSITIVITY DISCS ARE DRUGS, 
U. S. SUPREME COURT SAYS

T he Suprem e C ourt has ruled that antibiotic sensitivity discs are 
d rugs w ith in  the m eaning of the F ederal Food. D rug  and Cosm etic 
A ct (F D A ). As a resu lt of the  ruling, the Food and D rug  A dm inis
tra tio n ’s au th o rity  to  issue its 1960 regu lations was sustained. T he 
regulations require the tes tin g  and certify ing  of the antib io tic  sensi
tiv ity  drug. C onsequently , such products m ust be approved by the 
F D A  before they are m arketed .

T he discs are used to test the sensitiv ity  or reaction of a specim en 
taken  from  a pa tien t to  the  an tibacteria l or an tiv ira l un its contained 
on the disc. T he purpose of the test is to  furn ish  doctors w ith the  in
formation that will aid them in treating diseases previously diagnosed.

In  reversing  the C ourt of A ppeals for the S ix th  C ircuit, the 
C ourt said th a t Congress did not in tend to  lim it the definition of a 
“ d ru g ” to the  m edical concept of articles th a t are adm inistered  to  
m an, e ither in ternally  or externally . C ongress in tended a literal read
ing of the definition of a “d ru g ” as articles in tended for use in the 
diagnosis, cure, m itigation , trea tm en t, or prevention  of disease in 
m an or o ther anim als.

T he legislative h isto ry  and purpose of the  Food, D ru g  and Cos
m etic A ct also precluded classify ing the  discs as devices. Devices are 
not sub ject to  pre-m arket clearance under the  provisions of the Act. 
T he A ct is a form  of rem edial leg islation w hich m ust be given a 
liberal construction  to  pro tect the public health , the C ourt said.

U. S . v. A n  Article of Drug, C C H  F ood D rug and  C osm etic  L aw  
R eports f[ 80,231, U. S. Sup. Ct., April 28, 1969.
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