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REPORTS
TO THE READER

A bout T his Issue. — T he Sixteenth 
A nnual M eeting of the Section on Food, 
D rug  and Cosm etic L aw  of the New 
Y ork  S tate B ar A ssociation was held 
on Jan u a ry  25, 1961, at the M eeting 
H all of T he A ssociation of the B ar of 
the City of N ew  York. P apers  deliv
ered during the m orning session are 
published in this issue of the Journal; 
those presented  a t the afternoon ses
sion are scheduled to appear in the next 
issue.

T he section chairm an, A . M . G ilb ert 
of N ew  Y o rk  City, presided. T he first 
speaker was J o h n  L . H a r v e y , D eputy 
C om m issioner of F ood and D rugs, who 
spoke on the “ Evolution in the Food, 
D rug  and Cosm etic L aw  A rea .” T he 
A ssistan t G eneral Counsel fo r Food and 
D rugs, W illia m  W . G oodrich , spoke 
on “Legal D evelopm ents in 1960 U nder 
the Federal Food, D rug, and Cosmetic 
A ct.”

T hese tw o  H E W  officials w ere fol
lowed by a represen ta tive of the F ed 
eral T rade  Com m ission, C ha rles  R . 
M o o re , w ho serves as assistan t director 
on deceptive practices in the F T C ’s 
B ureau of Investigation  and  who dis
cussed the regulation  of deceptive p rac
tices by the FT C .

K e n n e th  E . M u lfo r d  concluded the 
m orning session w ith his description of 
the role of m en of science and lawryers 
in lawgiving. Mr. M ulford is assistan t 
to the executive vice presiden t of the

A tlas P ow der Com pany, W ilm ington, 
Delaware.

Papers w ere presented  tha t afternoon 
by W illiam J. Condon, George M. Burditt, 
V incent A. Kleinfeld, T hom as W . 
C hristopher and F rank lin  M. Depew.

Also included in this issue of the 
Journal are a translation  of C hapter 
IV  of the L atin-A m erican Food Code, 
dealing w ith  its application to  contain
ers of all kinds, and a report on the 
S ixth Sym posium  on Foreign M atters 
in Foods, w hich took place in M adrid, 
Spain, last O ctober. O u r rep o rte r is the 
Journal’s A ssociate E d ito r  fo r Europe, 
D r. E r n s t  A b ra m so n , form erly  director 
of Sw eden’s N ational In s titu te  of P u b 
lic H ealth . H e  is now  professor of 
physiology at the Carolina M edico-Surgi
cal In s titu te  and a t U psala  U niversity.

W atso n  B. M iller.—W atso n  B. M iller 
died on F eb ru ary  11, 1961, a t his hom e 
in W ash ing ton , D. C. H e was 82 years 
old. H e had had a long career in health 
and w elfare w ork. In  1941 he w as ap
pointed assistan t ad m in istra to r of the 
Federal Security  A gency and becam e 
its d irec tor in 1945. As head of tha t 
agency lie supervised the U nited  S tates 
Office of Education, the Public H ealth  
Service and  the Social Security A dm in
istration. I t  was the predecessor of the 
D epartm en t of H ealth , E ducation, and 
W elfare. H e  left the agency w hen he 
was nam ed U nited  S tates Com m issioner 
of Im m igration  in 1947.
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Introductory Statement:
Annual Meeting of the Section on Food, Drug and Cosmetic Law 
of the New York State Bar Association

By A. M. GILBERT

Mr. Gilbert, of New York City, Is the Chairman of the Section on Food, 
Drug and Cosmetic Law of the New York State Bar Association.
He W as the Presiding Officer at the Sixteenth Annual Meeting of 
the Section, Which W as Held in New York City on January 25, 1961.

I AM  H A P P Y  T O  W E L C O M E  all of you to  the S ix teenth  A nnual 
M eeting of the Section on Food, E>rug and Cosm etic L aw  of the 

N ew  Y ork S ta te  P>ar A ssociation and am glad to  note such a fine 
attendance. As you know , th is  section is the pioneer and oldest bar 
association group  of law yers in the  food and drug  field and our m em 
bership is not lim ited to N ew  Y ork  S tate  but, ra ther, is a nation
w ide one.

O u r p rog ram  today  consists of nine in te res tin g  and valuab le 
p a p e rs ; I am  confident th a t all of you will find the  papers and the 
discussion th a t we will have a t the  end of the  m orn ing  and afternoon 
sessions m ost rew arding. O n behalf of our entire m em bership , I w an t 
to express our appreciation  to all of the speakers on our program  for 
th e ir cooperation in p reparin g  th e ir  papers, com ing here today  to  read 
them , and sub jec ting  them selves to  question ing  from  our m em bers.
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Before proceeding w ith  the  form al p a rt of our program , I w ould 
like to  m ake som e brief observations about som e of th e  developm ents 
of in te rest to  us since our last annual m eeting. I should first refer to  
the food additives am endm ent w hich becam e effective last M arch. 
T his has given all of us, bo th  inside and ou tside the  governm ent, 
num erous new and challenging problem s and has caused m any of us 
to  spend countless hours in our efforts to  solve or cope w ith  these 
prob lem s—m any of them  unexpected.

In  addition to  the prom ulgation  of several food additives orders, 
the  U n ited  S ta tes Food and D ru g  A d m in istra tion  has extended the 
effective date of the am endm ent for hundreds and hundreds of sub
stances to  M arch 6, 1961, w hich date is fast approaching us. W e know  
th a t it w ill be im possible to  have food additives orders for all of these 
substances for w hich the  effective date of the  am endm ent has been 
so extended. On the  o ther hand, F D A  has no s ta tu to ry  au th o rity  to 
g ran t any  fu rth er extensions. A ccordingly, it has been g ra tify ing  to 
learn th a t ju s t w ith in  the past few  days, F D A  has prepared  and has 
sen t to  C ongress a proposed bill w hich w ould give it the pow er to  
g ran t fu rth er extensions under certain  circum stances. W e have not 
as ye t had a chance to  study  th is proposed legislation in detail, bu t 
I know  th a t our m em bership as a w hole is generally  in favor of g iv ing 
FD A  the rig h t to  g ran t fu rth er extensions. W e m ust be careful th a t 
d isagreem ent as to  the  provisions of th is proposed bill should not 
cause the  bill to  be lost or no t enacted in proper tim e. I w ould suggest 
th a t ou r section, th ro ug h  an app ropria te  com m ittee, stu dy  the  pro
posed bill as carefully  as possible and if it feels th ere  should be any 
changes in it, it should a ttem p t to  w ork these  ou t w ith  F D A  so th a t 
there  will be no d isagreem ent betw een governm ent and in d u stry  when 
these bills are considered by the  app ropria te  com m ittees in Congress 
and by C ongress itself. I t  is im perative th a t the  law  be am ended 
before M arch 6, 1961, so th a t fu rth e r extensions m ay be granted .

D u ring  the  past year, ano th er am endm ent to  the  F ederal Food, 
D rug, and Cosm etic A ct has been enacted. I refer, of course, to  the 
color add itive am endm ent. W e are aw aiting  the  prom ulgation  of 
regula tions un der th is  am endm ent (I  un derstan d  th a t proposed reg u 
lations have ju s t been published in the  Federal Register) and we cer
ta in ly  all hope th a t the  regula tions in final form  will be as realistic 
and as helpful as possible, in keep ing w ith  the expressed objective of 
th is am endm ent as w ell as the legislative h is to ry  suppo rting  it. I know'
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th a t all of us, bo th  inside and outside of governm ent, expect th a t we 
w ill be hav ing  num erous and difficult problem s to  resolve w ith  respect 
to  the  color add itive am endm ent but, as in the  case of o ther new 
legislation we have experienced over the past years, w e are confident 
th a t these will be w orked ou t in a fa ir and equitable fashion and in a 
w ay w ith  w hich all of us can live.

Federal Hazardous Substances Labeling Act
I should also note th a t since our last m eeting  there  has been 

enacted the F ederal H azardous Substances L abeling  A ct, w hich w as 
signed by the  P res id en t on Ju ly  12, I960, to  really  becom e effective 
F eb ru a ry  1, 1961. W hile  th is  is no t an am endm ent to  the F ederal 
Food, D rug , and Cosm etic A ct, it is of considerable im pcrtance  to  a 
substan tia l p a rt of our m em bership and to  th e ir  clients and com panies. 
As you know , th is  act is pa tte rned  on the  F ederal Food, D rug , and 
Cosm etic A c t; is to  be enforced and adm inistered  by  the  Food and 
D rug  A d m in is tra tio n ; and involves m any of the  problem s th a t we 
have under the F ederal Food, D rug , and Cosm etic Act. I suggest 
we should consider th a t th is  act and problem s arising  un der it are 
proper for consideration  and deliberation  by th is section and I tru s t 
that from  time to time in the future we may have one or more papers 
w ith  respect to  th is  act read a t our m eetings. A long som ew hat sim ilar 
lines, certain  problem s under the  F ederal Insecticide, F ungicide, and 
R odenticide A ct— especially as they  tie in w ith  the  sections of the 
Federal Food, D rug , and Cosm etic A ct dealing w ith  pesticide chem i
cals— are becom ing of increasing im portance to  ou r m em bers. In c i
dentally, it w ould be a challenging assignm ent to  a com m ittee to  
suggest an appropriate new name for our section so as to indicate our in
terest and concern not only in the Federal Food, Drug, and Cosmetic Act, 
but also in the Federal Hazardous Substances Labeling A ct; the Federal 
Insecticide, Fungicide, and R odenticide A c t ; and the  M eat Inspection  
A ct— not to  m ention the sub ject of p rod uct liability.

I have been led to  believe th a t there  will be an extension of the 
effective date of the  F ederal H azardous Substances L abeling  A ct past 
F eb ru ary  1, 1961, and perhaps one or m ore of the speakers to  follow 
will ta lk  about th is  as well as about legislation to  au thorize extensions 
of the effective date of the  food additives am endm ent.

W hile  the food additives am endm ent is in m ind, perm it me to 
refer to  one problem  under it th a t keeps cropp ing up. As you know ,
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F D A  has been asked, upon m ore than  one occasion, w hether it feels 
th a t a tin  can, to  be used for food packaging, w hich contains an un
au thorized  food additive is im m ediately sub ject to  the  A ct and w hether 
such a tin  can is a food additive. A n other aspect of the sam e question 
is w h eth er a substance no t in and of itself food, bu t w hich is being 
shipped to, let us say, a paper m anu fac tu rer to  be used in th e  m anu
facture  of paper w hich in tu rn  will be used for the packaging  of food, 
is a food under the  Act. P erh aps questions of th is  kind are m ore 
im p ortan t from  a legal aspect th an  from  a practical one. B u t I th ink  
they are of real interest to our membership. In  such connection, it is 
to  be noticed th a t F D A  recen tly  published a food additives o rder for 
packaging starch , w hich is no t to  be used as such as an ingred ien t in 
food bu t in connection w ith  the  m anufacture  of packaging  m aterials. 
T he order required , am ong o ther th ings, th a t packaging  starch  be 
labeled w ith  the “o ther in fo rm ation required  by the A ct.” I do no t 
know  w hether th is provision w as an un in ten tion al carryover from  the  
order for modified sta rch  (w hich is to  be used as such as an ingred ien t 
in food) w hich w as published in the  sam e issue of the Federal Register 
or w hether, by  such language, F D A  m eans to take a firm position th a t 
such an ind irect add itive is a food and m ust be labeled as such under 
the Act.

P erh aps the  officials of F D A  w ho are here today will ta lk  
about th is  du ring  the course of read ing  th e ir papers, or th is  m ay be 
discussed in our la ter question ing  periods. In  any event, I believe 
th a t, as law yers, we are in terested  in hav ing th is point clarified and 
disposed of in an accurate  fashion.

Report of Kendall Committee
I know  th a t all of us are gratified th a t the recent repo rt of the 

K endall C om m ittee gives F D A  a clean bill of health . W hile  our 
m em bership did n o t need a K endall C om m ittee to disclose the  o u t
stand ing ly  efficient, honest and devoted m anner in w hich F D A  has 
been perform ing  its  duties and responsibilities, i t  still is good to  have 
on the  record the repo rt of th is  investiga ting  com m ittee. O u r confi
dence in F D A  and its in teg rity  has never w avered for an in s tan t and 
perhaps it w ould be advisable for our section to  adopt a reso lu tion  
on th is sub jec t today, even though  our section and the A m erican B ar 
A ssociation D ivision of Food, D ru g  and Cosm etic L aw  have previously 
s ta ted  th e ir position from  tim e to  tim e in the past.
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W e are also gratified to  learn th a t, follow ing the  issuance of the 
K endall C om m ittee report, the  new departm en tal rules adopted for 
F D A  (w hich probably  are really  no t new in any respect) definitely 
indicate th a t F D A  will continue w ith its “open-door po licy.” W e 
have alw ays felt th a t th is open-door policy has been of d istinct adv an 
tage and benefit to  the consum ers of th is  cou n try  as w ell as to  
governm ent and to  in du stry  and it w ould indeed be a disservice to  all 
parties in in te rest if it w ere ever modified.

Landis Report
I know  th a t m ost of you have had a chance to  read th e  L and is 

repo rt to  the new P residen t, dealing w ith  regu la to ry  agencies. Among 
o ther th ings, th is report recom m ends th a t m ost— if no t all— of the  
functions, responsib ilities and activ ities of F D A  under the F ederal 
Food, D rug , and Cosm etic A ct be transferred  to  the  F ederal T rad e  
Com m ission. W ith  all due respect to  the Federal T rad e  Com m ission, 
I do not believe— and I feel confident th a t our m em bership agrees w ith  
me— th a t any  such tran sfe r should be m ade. T he A dm inistra tion  is 
undoub tedly  the governm ent agency best organ ized and m ost qualified 
to  adm in ister and enforce th e  F ederal Food, D rug , and Cosm etic Act. 
I recom m end to  our m em bership th a t it consider the adv isab ility  of 
adop ting  a reso lu tion  on th is  p a rticu la r subject.

F u rth erm ore , I also recom m end to  our m em bership the adoption 
of a reso lu tion  advocating  th a t F D A  be kep t on a career basis, as it 
has been since its very  inception. T h is career system  has been very- 
valuable to  all parties concerned, including the consum ers of our 
country . T h is section and the A B A  D ivision of Food. D ru g  and 
Cosm etic L aw  has s ta ted  its  opinion on th is sub ject in the  past. H ow - 
ever, we now have a new P residen tia l adm inistra tion  and a new  Sec
re ta ry  of H ealth , E ducation , and \ \  elfare and, while I see no indication 
of any change, I th ink  it advisable th a t th is section express itself on 
th is particu lar sub ject at the  presen t time.

Budgets
S hortly  before the inauguration  of P residen t K ennedy, the form er 

adm in istra tion  presen ted  to  the  C ongress the  budget for the  com ing 
year and we are glad to  no te th a t in the case of FD A , it calls for an 
increase of about 20 per cent, w hich w ould m ake F D A ’s budget about 
$25.4 m illion and call for about 2.500 m em bers on F D A ’s staff. I t  also
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appears th a t it is p ro jected  th a t, th ro u g h  1966, F D A ’s budget will be 
increased to  about $44.2 m illion and call for a staff of som eth ing  over 
4,800 people. T h is  section and our A B A  cou n te rp art have alw ays 
advocated app ropria te  increases in F D A ’s budget and we are gratified 
to  no te these  developm ents. W e hope th a t the new  adm in istra tion  or 
C ongress will no t effect any  reductions in the  figures I have ju s t 
m entioned. A s po in ted  ou t so clearly  some years ago by a citizens 
adv iso ry  com m ittee, F D A  needs sufficient funds, staff and facilities 
to  fulfill its  ob ligations un der th e  A c t; even w ith  the figures I have 
ju s t m entioned, F D A  will no t have any  surplus. I should com m ent, 
in passing, th a t we hope th a t in filling th e  new  positions th a t will be 
available o u t of the ex tra  bu dg e ta ry  allow ances, F D A  will be able 
to  engage com peten t and devoted people. W e recognize th e  diffi
culties in th is  regard  b u t we know  th a t, based upon past perform ance, 
F D A  w ill extend its u tm o st to  build a h igh ly  qualified staff. P erhaps, 
in tu rn , th is  increase in budget and add itional staff will perm it F D A  
to  reduce m any of the  delays w e have all been experiencing d u ring  the  
past year o r so and w hich we recognize have no t been the  fault of F D A  
but, ra ther, the resu lt of an insufficient staff for the am ount of w ork  
involved.

W hile  ta lk in g  abou t budgets, we also note th a t it is proposed to  
increase the bu dg e t of the  F ederal T rad e  Com m ission from  $8 m illion 
to $9.6 million. W hen  we bear in m ind the num erous responsibilities 
of the  F ederal T rad e  Com m ission, including those dealing  w ith  false 
and deceptive practices and a n titru s t problem s, we m ust all agree th a t 
even $9.6 m illion is an insufficient sum  for the F ederal T rad e  Com 
m ission in o rder to  enable it to  perform  its  s ta tu to ry  responsibilities 
in p roper fashion. P erh aps th ere  should be a citizens advisory  com 
m ittee organized to  review  the  F ederal T rad e  Com m ission p ic tu re  and 
m ake recom m endations. Such a com m ittee w as of g rea t benefit in th e  
case of the  Food and D ru g  A dm in istra tion  and perhaps there  could 
be sim ilar resu lts  w ith  regard  to  th e  F ederal T rad e  Com m ission. 
L ike all of you. I do no t know  w ho will be th e  nex t chairm an of the  
F ederal T rad e  Com m ission, b u t I w ould like to  suggest to  M r. M oore 
of the F ederal T rad e  Com m ission, w ho is w ith  us today, th a t if he 
sees fit, he m igh t like to  pass on th is  suggestion  to  the  new  chairm an 
a fter he has been appointed.

I know  all of you are looking fo rw ard  to  hearing  from  our 
speakers and, accordingly, we will now  proceed w ith  the  form al p a rt 
of our program . [The End]
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Evolution in the Food, Drug
and Cosmetic Law Area
By JOHN L. HARVEY

The Author Is Deputy Commissioner, Food and Drug Administration. 
In This Paper Before the Sixteenth Annual Meeting of the Section 
on Food, Drug and Cosmetic Law of the New York State Bar Asso
ciation on January 25 in New York City, Mr. Harvey Discusses Those 
Changes in the Administration of Federal Food and Drug Laws That 
Greatly Impressed Him During His 35 Years of Enforcement Work.

H E R E  IS  a profound and con tinu ing  change going on in the
adm in istra tion  of the  federal food and d rug  laws. T h is is hav ing 

a significant im pact upon w h at we do to  achieve the high purposes of 
these law s ; it affects the num ber and kind of legal actions w hich we 
b rin g  and w hich are b rou gh t against us and it influences the m akeup 
of the Food and D ru g  A dm inistra tion . T he  change is so gradual th a t 
unless one stops to  look back over the  past few years, he can easily

H av in g  been in federal food law  enforcem ent w ork for m ore than 
35 years, I have had an op po rtun ity  to  see the  evo lu tionary  orocess 
firsthand. I w an t to  discuss w ith you som e of the changes th a t have 
im pressed me.

W h en  I came w ith  the  old B ureau of C hem istry w ith  the D ep art
m ent of A gricu ltu re  in 1925, the food and d rug  laws w ere still in w hat 
m igh t be term ed “the H arvey  W . W iley  era .” T he 1906 Food and 
D rugs A ct w as still on the  books. A lthough  some efforts had been 
m ade to  keep it up to date  and m ake it a m ore w orkable regu la to ry  
tool, it still w as couched in generalities so th a t bo th  the  enforcem ent 
official and  the  regula ted  in du stry  frequently  had difficulty in deter-

m iss it.
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m ining exactly  w h at w as required . T here  w ere a num ber of broad 
loopholes w hich allow ed the  unscrupulous, in m any cases, to  escape 
effective contro ls— for exam ple, th e  provision th a t requ ired  the gov
ernm ent to  prove fraud before it could take action against false and 
m isleading th erap eu tic  claim s on drugs and the  “distinctive-nam e 
jo k e r’’ under which any m ix ture or com pound of food no t in ju rious to  
health  could escape control— it is no t difficult to  un derstan d  w hy th is 
W iley  era, w hich extended in to th e  “W a lte r  G. Cam pbell era ,” w as a 
tim e of spectacu lar cou rt con tests, often  leading to  spectacular appeals.

In  the 30’s, w hich m ay be term ed “the Campbell era,” two signifi
can t evo lu tionary  steps go t un der w ay. T here  w as a grow ing  aw are
ness th a t the  1906 law needed a com plete overhaul to close the  gaps 
in consum er pro tection  and to  deal w ith  the  new  problem s of food and 
d rug  technology. As you well know , in the  five-year period from  1933 
to  1938, there  w as in tense ac tiv ity  on Capitol H ill, in the  executive 
branch and in industry , which culm inated in the F ederal Food, D rug, 
and Cosm etic A ct of 1938. T he  enactm ent of th is law, despite the 
num erous serious conflicts th a t had developed du ring  its sto rm y 
passage, w as a near m iracle th a t reflected the  pow er of an aroused 
public opinion. T he  second evo lu tionary  step  w hich began in the 30’s, 
w as the developm ent of adm in istra tive  techniques to  handle som e of 
the  m ore com plex problem s of food standard iza tion , food and drug  
labeling, and advance assurance of the safe ty  of food and drugs.

As I have a lready im plied, the 1938 law  is m uch clearer than  the 
law  it replaced, and  it provides for the  estab lishm ent of rules th a t are 
even m ore specific in describ ing the  conduct and  activities th a t will 
con stitu te  a violation. F o r exam ple, we w ere given au tho rity  to  issue 
regu la tions specifying fully in form ative labeling for special d ie tary  
fo o d s ; to  estab lish  definitions, stan dards of iden tity  and reasonable 
s tan dards of quality  and fill of con ta iner for m ost fo o d s ; and to  issue 
regu la tions describ ing in considerable detail the  labeling th a t m ust be 
applied to  d rugs to  insure th a t they will be bo th  safe and effective for 
th e ir  in tended u s e s ; and we w ere given our first au th o rity  on advance 
clearance of new  drugs to  assure th e ir  safe use. In  the  cosm etic field, 
the law  is no t quite so specific, bu t th is is understandable  in view of 
the fact th a t cosm etics w ere b rou gh t under the s ta tu te  for the  first time.

W e will sho rtly  look a t the  am endm ents w hich have become 
necessary  since 1938 to  enable us to  m eet our responsib ility  of pro
tec ting  the public health  and purse.
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T he W iley  era and the early  p a rt of the Cam pbell era, ex tend ing  
roughly  from  1906 to 1938, con stitu ted  a period in w hich laws w ere 
laid ou t in broad strokes by  the legislative branch of the  governm ent. 
T he details w ere filled in by  the  judicial branch th rough  specific court 
decisions. T he cou rts  in fact, if no t in theory , con tinued to  w rite  the 
food and d rug  law s by in te rp re ta tion  for years a fte r the  s ta tu te  w as 
enacted. O nly  th ro u g h  th is case-by-case process did the  law s take on 
enough specificity to enable a m anufac tu rer to  know  w h at w as required.

U nder such circum stances it is understandab le  th a t, it. the  m ajo r
ity  of con tested  legal actions, the con test w as over specific facts which 
the  governm ent alleged constitu ted  a violation of the law , bu t which 
the defendant or claim ant of the  seized m erchandise believed did not. 
I t  can be tru ly  said th a t it w as som ew hat difficult even for :he well- 
m eaning m anu fac tu rer to  com ply w ith  the  food and d rug  requirem en ts 
du ring  the W iley  era and early  in the  Cam pbell era.

Marked Change in Today’s Situation
T oday  the s ituation  has undergone a m arked change. T he laws 

enacted by the  C ongress still are expressed in considerable generality , 
bu t the C ongress is relying m ore and m ore upon the adm inistra tive  
agency to  in te rp re t the  s ta tu te  and pinpoin t the actions th a t will be 
and will not be to lera ted  th ro ug h  the adm in istra tive  ru le-m aking 
process. F o r exam ple, a new  d rug  m ay be m arketed  legally only after 
evidence concerning its  safety has been subm itted  to. and accepted by, 
the Food and D ru g  A dm inistra tion . T here  is little, if any. room  for 
confusion on the  p a rt of the w ould-be m anufactu rer of a new d r u g : 
the certifiable an tib io tic  and insulin m ay he m arketed  only in accord
ance w ith  regu la tions th a t set to rth  in detail conditions th a t m ust be 
m et and only a fte r a sam ple from  the lot in question  has oeen exam 
ined by the Food and D rug  A dm inistra tion  and found acceptable. 
T he pesticide regula tions sel forth  in detail the allow able qu an tities 
of perm itted  pesticides that m ay rem ain on crops w hen thev  are 
m arketed  so th a t all one has to  do to determ ine w h eth er his crop is 
legal from  the  s tandpo in t of pesticide residues is to  m ake an ap p ro 
pria te  analysis. In  food additives, a com parable developm ent has 
taken place. U n der the am endm ent passed in 1958, eve determ ine 
upon request or petition  the condition under w hich a food additive 
m ay safely and legally  be em ployed and we issue a regulation  sta tin g  
these conditions for all in terested  parties.
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T he net resu lt is th a t law  com pliance is becom ing easier for the 
individual w ho w ishes to  abide by the law. H e doesn’t have to 
w onder w hether a p roduct th a t he is go ing to  m arket will be in te r
preted  by the cou rts  as m eeting  the requirem en ts of the  Food, D rug, 
and Cosm etic A ct in those num erous cases w here, follow ing the 
adm in istra tive  ru le-m aking  process, we have estab lished by regulation  
the exact conditions th a t will constitu te  law  com pliance.

Heavy Burdens Placed on FDA
A t the  sam e tim e th is evolution has placed very  heavy scientific 

and legal burdens upon the Food and D ru g  A dm inistra tion . In  order 
to  evaluate adequately  the  very  com plex scientific data  being sub
m itted  in support of new  drug, pesticide, food additive, and color addi
tive petitions, we m ust have scientific personnel w ith  an unusual 
degree of com petence, and our sc ien tists m ust be able to  understand  
the m ost recen t advances in food sophistication , d rug  therapy , color 
chem istry  and packaging  technology. O u r field chem ists are facing 
the  new  problem s of control. T hey  m ust have the equipm ent and the 
know -how  to conduct control analyses for every th ing  from  a packaging 
film to the la test surfactan t.

A few years ago w hen we studied the use of chem icals in food in 
p reparation  for our testim ony for the Select Com m ittee of the H ouse 
to  Investiga te  the U se of Chem icals in Foods and C osm etics (the 
D elaney C om m ittee), we ven tu red  the opinion th a t about 750 to  800 
chem icals o ther th an  com m only accepted food ingred ien ts w ere being 
em ployed. Some scoffed at th is figure, believing th a t it w as far too 
high. W e now  know  th a t it w as far too  low. W e have already ex
tended the effective date of the  food additives am endm ent for m ore 
than  3,000 uses of chem icals th a t in du stry  believes m ay require 
a tten tion  under th is  s ta tu te . Some of the  m ateria ls for which ex ten
sions have been g ran ted  are extrem ely  toxic m ateria ls th a t, if used at 
all in the food-processing operation, will have to  be used under the 
m ost careful and effective safeguards. T he  extension list goes all the 
w av from  activated  charcoal com plying w ith the requirem ents of 
the National Formulary through such materials as ethylene oxide, oil of 
pennyroyal, tu rpen tine , form aldehyde, and zinc sulfide.

N o one in the  U n ited  S ta tes had a full u n derstan d in g  of w h at was 
go ing on in food and packaging  chem istry  before the enactm ent of the
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food add itives am endm ent. K now ledgeable people in in d u stry  knew , 
of course, w h a t new chem icals they  w ere using. T h ey  probably  had 
a p re tty  good idea w h at th e ir  com petitors w ere using. B u t th ey  did 
no t have a full p ic tu re  as applied to  the entire  food and packaging  
industry . W e in the Food and D ru g  A dm inistra tion , as already  
indicated, did no t recognize the  full ex ten t of the use of new chem ical 
substances, in connection w ith  food production  and handling, even 
a fte r we m ade a careful study  of the available facts som e years ago.

Revolution in Food and Packaging Technology
T he tru th  is th a t a com plete revolution  in food and packaging 

technology has been tak in g  place in the past few years, and it is 
continuing. E specially  in the paper, packaging and plastic industries, 
the am endm ent stim u lated  the  new  aw areness of the necessity  for 
checking all substances th a t come in con tact w ith  food from  using  
them . T he reason, of course, is no t solely the enactm ent of th e  food 
additives am endm ent. T he food industries have alw ays w an ted  assu r
ance th a t th e ir packaging m aterials are safe. B u t now they  are in sis t
ing th a t the substances they  use in food and food packages be cleared 
w ith  the governm ent for safety.

Redirection of Inspection Effort in Field
T hese m ajor developm ents not only require scientific staff in our 

W ash in g to n  laborato ries and our adm in istra tive  offices, bu t also 
require a redirection  of our inspection effort in the  field. W e require 
field chem ists w ho can analyze for a trem endous varie ty  of chem ical 
substances th a t can be presen t in foods and drugs in qu an tities m eas
ured in p arts  per m illion. T hey  m ust be able to ex trac t these  small 
am ounts from  food and drugs, and then identify  and m easure them  
precisely. W e require field inspecto rs w ho are tra ined  to  recognize 
the  w ide v arie ty  of chem ical substances th a t m ay be em ployed in the 
food in du stry  and to  detect uses w hich are no t perm itted  or w hich 
m ay resu lt in illegal residues. A gain these are abilities th a t we have 
had in the past, b u t we m ust have a g rea tly  increased staff n the 
field to  do an effective job of adm in istering  the  new rules.

T he bulk of our efforts in the adm in istra tive  and legal fields are 
likew ise being  devoted to  th is  ru le-m aking process th a t has becom e 
so im p o rtan t today. B etw een 1938 and 1954, we established, by the 
old ru le-m aking procedures, one form al to lerance for a poisonous
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substance in food. T h is w as the  to lerance for fluorine on apples and 
pears w hich w as la te r declared invalid by the courts. W e had a very 
few inform al to lerances— for exam ple, for lead and arsenic on apples 
and pears— w hich w ere no t fully effective as regu la to ry  tools. Since 
the enactm ent of the pesticide chem icals am endm ent in 1954, we have 
estab lished m ore th an  2,000 individual to lerances for well over 100 
pesticide chem icals for a v arie ty  of crops. I t  is quite apparen t th a t 
there  will be a sim ilar flow of regu la tions for food additives.

L ast year a very  large p roportion  of the tim e of the  top m anage
m ent of the  F D A  w as spen t on regu lations and problem s th a t arise 
from  the  ru le-m aking procedures. I t  is a m a tte r  of some satisfaction  
to  us th a t we have been finding it possible to  increase the consum er 
p ro tection  available under the Food, D rug , and Cosm etic A ct by rule- 
m aking th rough  w hich the requirem ents can be m ade clear to all w ho 
w ish to  comply.

I do no t m ean to  im ply at all th a t the conventional legal actions in 
the federal courts are com ing to  an end. T he crucial phase of th is  new 
look in the food-law  field will come as we proceed w ith  the enforce
m ent of the  regu la tions we are issuing. T here  will be some firms th a t 
fail to abide by the new  rules and there  w ill be con tinu ing  necessity  
for legal actions because of such noncom pliance.

T he pesticide, food additives and color additive am endm ents, all 
enacted in the last six years, p resen t a serious challenge. W e are 
assigned the  heavy task  of so restric tin g  the use of add itives th a t 
d irectly  or ind irectly  en ter our foods th a t no harm  can come. W e can 
m eet th is challenge, and th u s  p ro tec t the  public health , only to  the 
ex ten t th a t we have good scientific appraisals of good scientific data 
to  help us in d raftin g  the  rules for perm issib le use of additives ; good 
inspectional techniques to  detect any m isuse of a d d itiv e s ; and m eans 
of enforcing the estab lished rules. W e m ust have all of these th ings 
if th is  new  approach to  food safe ty  is to succeed.

I t  is im p ortan t for us all to realize th a t th e  facilities m ust be 
available to  provide the  th ree  essential steps in regu la tion  th ro ug h  
adm in istra tive  rule. W e m ust have enough technical and o ther factual 
inform ation, we m ust study  and soundly evaluate th is and form ulate 
the ru le  and we m ust system atically  enforce the  rule on a basis th a t 
gives adequate assurance to  all th a t the  rule is being followed, and no t 
disregarded. In  a sense, w e cannot lim it the num ber of the p layers— 
bu t w e m ust field all of the balls. [T he  E nd]
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Legal Developments in 1960
UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 

By WILLIAM W. GOODRICH

In His Speech Before the Recent Meeting of the New York State Bar 
Association, the Author Stressed the Developments Made by the FDA in 
the Area of Food and Color Additives. He Is Assistant General Counsel 
for Food and Drugs, Department of Health, Education, anc Welfare.

TH E  P A S T  Y E A R  has been one of trem endous significance to 
the grow ing effectiveness of the natio n 's  food anti d rug  laws. 
T hree  or four papers would he required  to report in any depth all 

th a t has happened. M y tim e will perm it a review  r f  only the 
high lights.

Old and New Problems
Some of our old problem s have been finally solved. T he H oxsev 

Cancer Clinic in  D allas has been closed: new  life w as snuffed out 
of the K och cancer trea tm en t w hen we p rom ptly  obtained an in ju nc
tion against a d is tr ib u to r w ho tried  to  revive i t ; and we com pleted 
a seven-year strug g le  to  enjoin the  d istribu tion  of the T ri-W onda 
trea tm en t for a rth r itis  and rheum atism .

O th e r old problem s— such as m islead ing vitam in prom otion, 
sale of falsely represen ted  w eigh t-reducing  preparations, and roadside 
d istribu tion  of am phetam ines— w ere still w ith  us. dem anding full-time 
efforts. T hey  w ere far from  being under fully effective control.

H ow ever, the  m ost far-reach ing  developm ents occurred in the 
passage of the new  color additive am endm ent and the hazardous 
household substances labeling law. T hese  laws added m any new 
responsibilities to  the a lready com plex duties assigned to the Food 
and D ru g  A dm inistra tion  by the food additives am endm ent of 1958.
p a g e  96 FOOD DRUG COSMETIC LAW JOURNAL— FEBRUARY, 1961



N ew  problem s of considerable m agn itude and im portance arose under 
the  orig inal ac t in im proving the re liab ility  and the  labeling  of p re
scrip tion  drugs and in s tren g th en in g  our new -d rug  operations.

Color Additive Developments
T he  developm ents w ith  respect to  color additives alone were 

enough to  m ake 1960 a year to  rem em ber, but, because of all the 
o th e r th ings th a t concerned us, we cannot call it “the  color additives 
year.” T he m ere m ention of Red No. 1, lipstick dyes, folic acid, 
safrole, d ie thy lstilbestro l, po tassium  perm anganate, d ihy d rostrep to 
m ycin and the  D elaney an ticancer clause will call to  m ind the scope 
and the  rush  of recen t events.

In  the  area of color additives, the  year s ta rted  w ith  the announce
m ent of a hearing  to  rem ove 14 D&C coal-tar colors from  the 
harm less list, and the  publication of a final regu lation  canceling all 
ou tstan d ing  certificates on a series of seven FD & C  colors th a t already 
had been rem oved. T he  hearing  on the  D&C colors w as held, a 
ten ta tiv e  o rder announced, bu t the  colors w ere saved— tem porarily , 
a t least—w hen they  w ere deem ed provisionally  listed on the date 
of enactm ent of the  new  color add itive law. A fter its passage, re 
stric tions and tem p ora ry  to lerances w ere im posed to  perm it the safe 
use of the D&C colors, p rim arily  in lipsticks, du ring  the tra n s i
tional period.

O ur cancellation of the certificates precip ita ted  judicial review 
in the  C ourt of A ppeals for the  Second C ircuit, w here the D ep art
m en t’s action w as sustained . T he  D ep artm en t has the au th o rity  it 
claim ed, to  cancel and revoke any batch  certificate for a coal-tar 
color it p reviously  has issued, w henever the harm lessness of the 
color is adequate ly  draw n in to question. Iron ically , Red No. 1 es
caped th is cancellation o rder tem porarily  because no precise finding 
th a t the  color w as toxic had been m ade, only to  fall a sho rt tim e 
la te r w hen add itional pharm acological data clearly estab lished th a t 
the color w as a live poison to  te s t anim als.

Delaney Clause
T he big sto ry  of the  color add itive am endm ent w as, of course, 

the re ten tion  of the  D elaney an ticancer clause. T he clause w as 
s tron g ly  supported  by  the  D e p a rtm e n t: the H ouse com m ittee heard 
an expert panel on the  cancer p ro b lem ; and it considered the Ivistia- 
kowsky report. T he  clause w as reta ined  w ith  only an am endm ent
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w hich provided for the referral, for advice, of any  question arising  
because of it to  an ad hoc adv isory  com m ittee of experts.

Current Situation
A fter the am endm ent w as passed, the  D ep artm en t prepared  pro

visional listings, im posing som e restric tions and to lerances; s truck  
Red No. 1 from the lis t; and canceled the certificates that had been issued 
for it. W e then  published a d raft of in terp re tiv e  and procedural 
regu la tions to  place the new  law in to  operation. W e urge everyone 
to  stu dy  the  draft regu la tions and to  offer constructive criticism  of 
them . W e also called for use and safe ty  data  on w hich to  base 
additional tem p orary  to lerances. U se in form ation w as subm itted  
by Jan u a ry  1, 1961, and  is now  under study . W e doub t th a t it  is 
com plete. N o new  safe ty  data  was offered. W e have outlined our pro
gram  for te s tin g  colors over the nex t tw o-year period, and we have 
called upon those affected outside governm ent to  do the rest of the 
job. T h is is w here the  m a tte r  now  stands.

Food Additive Clearance
T he transitio nal period for food additives drew  near to  a close 

in 1960. B u t the D ep artm ent has recom m ended legislation for a 
fu rth er extension of the  effective date to  allow us and the  industries 
concerned m ore tim e for the estab lishm ent of the  needed safety 
regulations. T he  m agnitude of th is problem  is far g rea te r th an  ever 
anticipated . In stead  of several hundred  additives we th o u g h t w ould 
need clearance, there  are a few thousand  and, seem ingly, no one 
can sell any package or any processing equipm ent, or the m aterials 
going in to  them , unless FD A  has first cleared the  substances for safety. 
T h is  has created  m any problem s in the developm ent and study  of data 
and the p reparation  of regula tions to  assure the safety of all these 
indirect and incidental add itives, as w ell as regula tions dealing  w ith  
the purposeful add ition  of chem icals to  food. T he  m ajor stumbling 
block so far to  the  estab lishm ent of the  safe ty  regula tions has been 
th a t the petitions subm itted  to  us, for the  m ost part, are incom plete 
and th us inadequate, despite the ra th e r specific details set ou t in our 
regula tions describ ing w h at we m ust have to  estab lish  safe ty  for use.

Extension Legislation
O u r proposed extension legislation is based on these  funda

m entals: F irs t, no extension m ay be g ran ted  for any  additive for
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which the initial steps to  estab lish safe ty  w ere not undertaken  before 
M arch 6, 1960. Such additives, will be ad u lte ran ts  a fte r M arch 6, 
1961, even though  they  w ere in com m ercial use on Jan u ary  1, 1958. 
Second, extensions will be g ran ted  on an individual-substance basis 
when a finding can be m ade th a t the extension involves no undue 
risk to  the public health , th a t it is necessary7 and th a t bona-fide efforts 
are being m ade to  establish scientifically e ither th a t the substance 
is not a food additive or. if it is. th a t its  use will be safe.

T he extension m ay be continued so long as the study  is being 
pursued w ith  reasonable diligence. B u t it m ay be term inated  by 
the D ep artm ent upon a finding th a t it should no t have been gran ted  
in the first place or th a t because of changed circum stances the ex
tension is no longer safe or necessary  or th a t there  has been a failure 
to subm it required  progress reports  or to  m eet any  o ther condition 
th a t m ay be a ttached  to  the extension.

Folic Acid and Safrole
Folic acid and safrole provide us w ith  case h isto ries on how 

extensions will w ork. Folic acid w as w idely used in v itam in sup
plem ents for several y7ears p rio r to  Jan u a ry  1, 1958. I t  w as proposed, 
bu t not listed, as a substance generally  recognized as safe (G R A S). 
T he  A dm inistra tion , early  in 1960, inform ally expressed the view th a t 
a t levels up to  400 m icrogram s per day it w ould be GRAS. But 
reports  which began to  appear in the  medical lite ra tu re  indicated 
th a t even at th is level it m ight possibly m ask the blood sym ptom s 
of undiagnosed and un trea ted  pernicious anem ia w hile allow ing 
neurological dam age from  the disease to  progress. T h is  carried 
a th rea t of paralysis to  the very sm all num ber of people w ith th is 
disease undiagnosed, w ho m ight be tak in g  v itam in supplem ents w ith 
ou t m edical supervision. A fter consu lting  tw o groups of experts, 
F D A  issued a s ta tem en t th a t folic acid at any  level in vitam in sup
plem ents is a food additive, th a t the effective date of the law  could 
safely7 be extended for folic acid at 400 m icrogram s per daily dose 
un til M arch 6, 1961, and th a t a fte r th a t date vitam in supplem ents 
con tain ing  any am ount of folic acid could no t be m arketed  w ithou t 
an effective regulation . T he burden of proof of safe ty  is on those 
w ho propose to  use folic acid a fte r nex t M arch.

W henever the safe ty  of a long-used additive is draw n in to  ques
tion, it is a food additive and cannot be law fully  used un less there 
is a regulation  p erm ittin g  it, or an extension. T he  extension m ay
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be g ran ted  for as long as its scientific support will allow, bu t it m ay 
be te rm inated  fo rthw ith  w hen new evidence requires.

Safrole, a flavoring used in roo t beer, w as w ith d raw n  vo lun
ta rily  from  the m arket du ring  1960, on the  basis of recen tly  com 
pleted  scientific w ork  w hich show ed th a t th is  old flavoring is a 
“w eak hepatic  carcinogen." P rio r approvals w ere revoked and ex
tensions of the  effective date of the  law  w ere denied.

T he fact, therefore, th a t a substance has long been used in food 
and has an extension un der the food additives am endm ent does no t 
disable the  governm ent from  m oving against it w hen facts show  
th a t it can no longer be used w ith ou t undue risk to  the  public health . 
N onetheless, the  proposed extension legislation will allow  tim e for 
both in d u stry  and F D A  to  clear up the  safe ty  questions on a g reat 
m any substances on w hich a final decision cannot now be reached.

Developments in Drug Field
M ost of the developm ents in the  d rug  field are related , perhaps, 

in the public m ind to  the  K efauvcr hearings. U ndeniably, the  hearings 
hastened w h a t has been done, bu t w e had long recognized, and had 
begun to  cope w ith , inadequate and m isleading prom otional m aterial 
for prescrip tion  drugs. Also, we had been review ing the new -drug 
operations to close any  defects found. Indeed, before the  Kefauver 
hearings we had in itia ted  a crim inal prosecu tion  against a te s tin g  
lab o ra to ry  w hich supplied false data  about d ru g  assay to  the holders 
of new -drug  applications f o r  subm ission to  us.

Recent Regulations
T he regulations we recently  have m ade effective w ere draw n to 

require a full disclosure of all side effects, contraindications, warnings, 
cautions, and un tow ard  reactions on anv prom otional piece th a t gives 
any information as to w hat the d rug  is for or its recom m ended dosage. 
T he regulations also proposed to  require th a t the approved brochure 
be included in the  m arket package of m ost p rescrip tion  drugs. This 
requ irem en t is still under study , since several a lternative  m ethods 
have been proposed for accom plishing the sam e result.

New Improvements
T he regulations m ade several im provem ents in the new -drug  

operations, p rincipally  prov id ing  for com plete factory  inspection when
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necessary to  reach a safe ty  decision before the  new  d rug  is m ade 
effective, and th a t all advertising  and prom otional m aterials used 
for new  drugs be sub stan tia lly  the  sam e as w h a t has been approved 
th rough  the new -drug  clearance procedures. T here  are, of course, 
other details in the new regulations, but these are the principal features.

Hearings on Proposed Revocations
O ne po in t of possible significance in the new -drug area is th a t 

tw o hearings on proposed revocations have been scheduled during  
the  past year, the first ac tually  to  proceed to  the hearing  stage in 
m any years. T he  drugs involved are d ie thy lstilbestro l in po u ltry  
im plants and furazolodone, an an tibacteria l agent. T h u s far, no drug 
has a ttem p ted  to  s tay  on the m arket th ro ug h  the hearing  process in 
the face of the  N ew  D ru g  B ranch 's  opinion th a t it is not safe.

Appellate Cases
Finally , there are th ree  appellate cases to  be w atched. T he ice 

cream  stan dards are under a ttack  by four petitioners in San F ra n 
cisco. T he T h ird  C ircuit has under subm ission an im p ortan t slack- 
fill con ta iner case, question ing  the  use of hollow dividers in a candy 
box, ostensib ly  to  p ro tect the con ten ts, b u t incidentally  add ing  sig 
nificantly to  the length  of the box. Also, we have appealed to  the 
Second C ircuit a case involving our rig h t to seize adu ltera ted  and 
m isbranded food w hich w as prepared  from  in te rs ta te  com ponents 
none of w hich w ere in violation w hen shipped. T he local m anu
fac tu rer is alleged to  have adu lte ra ted  and m isbranded th e  food 
w’hile it w as held for sale a fte r sh ipm ent in in te rsta te  com m erce. 
T he g rea t issue in the case is w h eth er federal ju risd ic tion  extends 
to  locally prepared  fabricated  foods in w hich in te rs ta te  ingred ien ts 
w ere used. If it does not, as the  d is tric t cou rt held, there is an 
im p ortan t w eakness w hich m ay affect the safe use of food additives, 
color additives, and new drugs in anim al feed, as w ell as open the 
w ay for o ther vio lations hav ing  only econom ic consequences.

Summary
As th is brief review  indicates, F D A  enters the new  year w ith  

grave responsib ilities and w ith  a m ultitude of problem s clamoring 
for solution. In  doing an effective job, v^e will need all of the  help 
and support we can get. [The End]
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Regulation
of Deceptive Practices
by the Federal Trade Commission
By CHARLES R. MOORE

Mr. Moore Is Assistant Director on Deceptive Practices, Bureau 
of Investigation of the Federal Trade Commission. The Comments 
and Observations in This Statement— Made Before the Food, Drug 
and Cosmetic Law Section of the New York State Bar Association 
— Are the Author’s and Do Not Necessarily Reflect the Views of 
the Commission or of the Author’s Colleagues on the FTC Staff.

OU R  N A T IO N  IS U N IQ U E  in the  annals of h isto ry  because it 
has certain  d istinctives— distinctives th a t our founding fa thers 

supported  by th e ir  lives, fo rtunes and sacred honor. O ld nations 
w ith  g rea te r national resources and m uch larger population , bu t 
ham pered by trad itio ns and in stitu tion s of th e ir  past, could no t surge 
forw ard. B u t our in fan t republic, born of 13 independent colonies 
and less th an  4 m illion free souls, inspired by the  g rea t sp iritual and 
m aterial advantages th a t w ere so rem arkab ly  expressed in our D ec
lara tion  of Independence and so skillfully  im plem ented by our written 
C onstitu tion , utilized favorable geographical location and the cap ita l
istic system  of econom y to accom plish m iracles of self-developm ent 
and m aterial s tren g th  w hich ou tstrip ped  the w orld in a few  ticks 
of the clock of civilized h istory . W e of succeeding generations m ust 
not lose sigh t of these A m erican distinctives, th is  g rea t heritage, nor 
let our business m ethods ta rn ish  and lessen th e ir appeal to  succeeding 
generations.

T o ta lita rian  th eo ris ts  u rge now, as th ey  did in colonial days, 
th a t the  principles of individualism  and free en terp rise are im prac
tical and th a t our system  of checks and balances is too inefficient 
to w ith stand  com plex in ternal forces and external pressures. B ut
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ou r experim ent in governm ent has proved th a t there  is a happy 
m edium  betw een to ta lita rian ism  (be it M arxian or o ther form ) 
and anarchy  and th a t ind ividualists can use com binations to  achieve 
lim ited aim s and also preserve a m axim um  of individual choice. 
L im ited  re stra in ts  can be placed on the actions of business concerns 
and  individuals w ith ou t destruction  of in itia tive  and basic freedom . 
I t  is a p a rt of our philosophy th a t pow er is best exercised w hen it is 
w idely dispersed, irrespective of w hether th a t pow er be in the s ta te  
o r in its  citizens or corporate bodies.

T he  profit m otive has sparked individual in itiative and daring  
to  produce m aterial benefits th a t have exceeded the  capacity  of to ta li
ta rian  econom ists to  dream . E xperience has show n, how ever, th a t 
there  m ust be som e restra in ts  on th is stim ulus, for some w ould no t 
follow eth ical lines of conduct in the  m arket place. I t  w as ou t of 
th is concept and th is background th a t the  law s adm inistered  by 
the  F ederal T rad e  Com m ission grew.

Basic Purposes of Laws!
Administered by FTC

T hese  law s have as th e ir  basic purposes the  preservation  and 
prom otion of our free en terp rise system  of econom y by (1) keeping 
it open to  all w ho w ish to  en ter and keeping it fair from  a com 
petitive s tandpo in t and (2) p ro tection  of the public from  uneth ical 
business practices. Econom ic freedom  is basic. O ther freedom s 
cannot long survive te rm ination  of the  free en terp rise system  of 
econom y. T here  are a num ber of o ther federal s ta tu te s  hav ing the 
sam e general purpose as have the law s adm inistered  by F T C , bu t 
no one governm ent agency has such broad  au th o rity  and responsi
b ility  in th is connection as does th is  Comm ission.

T he  C om m ission’s arm am en tarium  for accom plishing these  pur
poses consists of the F ederal T rad e  Com m ission A ct, the  C layton 
A ct, th e  W ebb-P om erene A ct, the so-called “tru th  in fabrics and 
fu rs” s ta tu te s  and the  L anham  Act. T he  M cC arran-F erguson  A ct 
lim its the  C om m ission’s ju risd ic tion  over insurance. T h e  F ederal 
T rad e  Com m ission and C layton A cts are, as you know , the m ost 
im p ortan t of these laws.

T he regu la to ry  activities of the Com m ission are broad ly  divided 
in to  tw o fields, th a t is, m onopoly and deceptive practices. I t  is m y 
purpose to  om it the  m onopoly w ork, w hich is under the  C layton
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A ct. the  W ebb-P om erene A ct and Section 5 of the F ederal T rad e  
Com m ission A ct, and discuss our cu rren t efforts in the  deceptive- 
practice field under the  o ther s ta tu tes. I believe th a t is the  area 
of p rim ary  in te rest a t th is m eeting.

Chief Weapons of FTC
Sections 5 and 12 of the F T C  A ct are the  chief w eapons by w hich 

the  Com m ission endeavors to  p reven t (1) un fair m ethods of com 
petition  betw een business concerns and (2) unfairness to, or decep
tion of, the  public by businessm en.

As orig inally  w ritten . Section 5 of the F T C  A ct p roh ib ited  
only “unfair m ethods of com petition in com m erce." T he U n ited  
S ta tes Suprem e C ourt, in the  first Raladam case.1 held th a t corrective 
action m ust be based on the effects p rom otional m ethods had on 
com petition, th a t effects of such m ethods on o ther elem ents of the 
public w ere no t considered by the sta tu te . W hile  m ost prom otional 
practices th a t w ere in ju rious to  the general public could be and w ere 
disposed of under th is  lim ited g ran t of au tho rity , some could not, 
and the developm ent of cases under it w as ted ious and expensive. 
C onsequently, in 1938, the F ederal T rad e  Com m ission A ct w as given 
a general overhauling  by w h at is com m only referred to  as the 
W heeler-L ea  A m endm ent.2 * Section 5 w as enlarged to also proh ib it 
“unfair or deceptive acts or p ractices in com m erce.” T his dispensed 
w ith  the necessity  of show ing effects on com petition. T he Bunte  
c a s e :i held th a t the Com m ission w as, under th is  section, g ran ted  
au th o rity  to  regula te  p ractices in in te rs ta te  com m erce bu t w as not 
given au th o rity  to  regula te  practices in in tra s ta te  com m erce th a t 
sub stan tia lly  affected in te rs ta te  com m erce. R ecently , the Com m is
sion issued a com plain t charging , in effect, th a t dissem ination of 
advertisem ents in in te rs ta te  com m erce for p roducts sold and de
livered over the counter constitu tes com m erce w ith in  the  m eaning 
of Section 5 of the F T C  A ct. and m otion to  dism iss by the responden t 
w as denied.4 If upheld, th is  will sub stan tia lly  lessen the burden in in
vestigation  and tria l of m any cases w here it has been custom ary  to 
show  deliveries of m erchandise or o ther related  transac tions across

1 P T C  v . R a la d a m  C om p a ny , C C H  2 F T C  v. B u n te  B ro th e r s , 1940-1943
T rade Regulation Reports (Supp. Vol. T rade Cases If 56,098, 312 U S 349
V I)  1f 5572, 283 U. S. 643 (1931). (1941).

"52 S tat. I l l  (1938); 15 U SC  Sec. ‘ .8. K le in  D e p a r tm e n t S to re s , In c ., 
45 (1958). D kt. 7891.
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state  lines. W hen one considers th a t the Com m ission now  has only 
SOI em ployees to  discharge its vast responsibilities, the  need for 
the C om m ission’s u tiliz ing  all leg itim ate and proper efforts at econ
om izing its  staff's efforts is apparen t.

Congress left to the Commission—a body of experts—the task of 
defining unfair m ethods of com petition and unfair or deceptive acts 
or practices, based on con tinu ing  experience and in tim ate  con tact 
w ith  the  ever-chang ing phases of business endeavor. H um an inge
nuity . free and inspired by the profit m otive, has been productive 
not only of im m easurable good but also of a m yriad of ingenious, 
unethical plans of prom otion. Congress could no t an ticipate all these 
unethical encum brances and handicaps to  a free capitalistic econom y, 
so it em pow ered the  Com m ission to  proceed w ith in the broad structure 
of Section 5 of the F T C  A ct to  define and  enjoin these m ethods 
and practices. I believe th a t a fair analysis of the h is to ry  of the  
Com m ission forces even the m ost skeptical to  concede th a t th is  was 
an excellent approach to the problem  and th a t the Com m ission has 
not abused its p rerogatives, t also believe th a t only a g roup  which 
observes the continued im pact of the various com petitive practices 
em ployed by in du stry  can fully and properly  evaluate the im portance 
of any one practice on industry .

Recent Deceptive Practices
A m ong the deceptive practices th a t have m ore recently  received 

Com m ission a tten tion  under Section 5 of the  F T C  A ct are “payola” 
and “p lugola” : advance-fee and advance-loan racke ts: van ity  pub
lishers: bait adv ertis in g  and o ther rank  m isrepresen ta tions in the 
hom e-im provem ent field (patios, porches, paints, sid ing m aterials, 
sto rm  w indow s, jalousies, tile, shingles, etc. ) : gross m isrepresentations 
as to  price, financing, guaran tees and te rm s of sale of secondhand 
cars, of re-refined used m otor oil as new. of rebuilt autom obile clutches 
and of television p ic tu re  tu bes w ith e ither no disclosure or incon
spicuous disclosure of the fact th a t they  have been reb u ilt; passing  
off of foreign-m ade goods as preferred  A m erican goods: m isrepre
sen ta tions by  a large segm ent of indu stry  regard ing  te rm s of their 
g u a ran tees : m isrepresen ta tions of the s tan d in g  of correspondence 
schools, and facilities of, and opportun ities for, em ploym ent derived 
from  th e ir oifered courses : falsifying of profits, etc., to  be derived 
from  vending  m achines and o ther self-em ploym ent businesses; fic
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titious p ric ing ; m isrepresen ta tions of size and com position of rugs 
and o ther com m odities sold for household u se ; and m isrepresen ta tions 
of nu rsery  products.

F rom  an exam ination of th is list it will be noted th a t m ost of 
the  practices th a t are the sub ject of corrective action arise from  
advertising  and labeling of m erchandise. Section 5 of the  F T C  A ct 
is so broad th a t it applies to  all advertising , including labeling, 
of all p roducts sub ject to Com m ission ju risd iction . Banks, com m on 
carriers and a ir carriers and, to  a lim ited extent, packers and stock- 
yards, and insurance to  the ex ten t it is regu la ted  by the  sta tes  are 
exem pted from  Com m ission ju risd iction . L abeling  of fcod, drugs, 
devices and cosm etics are sub ject to  Section 5 5 but, by liaison agree
m ent, the Com m ission restric ts  itself to  advertising . T he Food and 
D rug  A dm inistra tion , w hich has p rim ary  ju risd ic tion  over labeling 
of these four classes of p roducts, regu la tes labeling of them , th us 
avoiding duplication of effort.6

“Truth in Fabrics and Furs” Statutes
Experience in application of Section 5 of the  F T C  A ct to  tex 

tiles and furs dem onstra ted  its inadequacy—th a t in th is v ital area 
of our econom y eth ical business and the consum ing public w ere no t 
receiving the  pro tection  they  should receive against uneth ical business, 
w hich resu lted  in the enactm ent of the “tru th  in fabrics and fu rs” 
s ta tu tes . T hese  are the W ool P roducts L abeling  A ct (1941), F ur 
P roducts L abeling  A ct (1952). F lam m able F abrics A ct (1953) and 
T ex tile  F iber P roducts Identification A ct (1958). T he distinctive 
features of these law s are th a t they  place specific responsibilities 
on m anufac tu rers and o ther sellers of the products to  m ake certain  
disclosures relative to  com position, etc., of th e ir p roducts ; they  con
tain  g rea te r g ran ts  of ju risd ic tion  under the  com m erce clause of the 
C onstitu tion  th an  w as m ade under Section 5 of the  F T C  A c t; they 
em pow er the Com m ission to  issue ru les and regulations th a t have 
the  force of law, a pow er the Com m ission does no t have under the 
F T C  A c t; and they  afford the rem edies of tem porary  in junction ,

“F resh  G ro w n  P re se rv e  C orpora tion  v. 
F T C ,  1940-1943 T rade Casks 56,191, 
125 F. 2d 917 (CA-2, 1942), enf’d, 
CCH T rade Regulation Reports (Supp. 
1941-1943) If 53,003, 139 F. 2d 200 
(CA-2, 1943).

0 A dopted June 4, 1954; not published 
in F ed era l R e g is te r  but m ade available 
to the press.
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crim inal prosecu tion  in the U n ited  S ta tes D istric t C ourts, and seizure. 
A very  substan tia l num ber of cu rren t deceptive-practices cases arise 
under these  s ta tu tes . A staff of in vestiga to rs and inspectors devote 
th e ir en tire  tim e to  in vestiga ting  in d u stry 's  observance of the requ ire
m ents of these laws. T h is illu stra tes  the  fact th a t d isregard  of re
sponsibilities under the free en terp rise  system  generates m ore and 
tig h te r  controls.

Section 12 of FTC Act
T he  W h eeler-L ea  A m endm ent added Sections 12 th ro ug h  16 

to the  F ederal T rad e  Com m ission A ct. Sections 12 th ro ug h  15 relate  
only to advertising  of foods, drugs, therapeu tic  devices, and cos
m etics. Section 12 declares it unlaw ful to  dissem inate or cause the 
dissemination of false advertisem ents for these four classes of p roducts:

(1) By U nited  S tates mails, or in com m erce by any m eans, for the purpose 
of inducing, or w hich is likely to induce, d irectly  o r indirectly  the purchase 
of food, drugs, devices, o r cosm etics; or

(2) By any m eans, for the purpose of inducing, or which is likely to induce, 
directly or indirectly the purchase in commerce of food, drugs, devices, or cosmetics.

T here  has been no case w here ju risd ic tion  has been based solely 
on dissem ination of an advertisem ent for a product sub ject to  Section 
12, th ro ug h  the  U n ited  S ta tes m ails, en tirely  w ith in the  boundaries 
of one sta te  bu t it is believed th a t such an action is au thorized  by 
Section 12. I t  is clear th a t ju risd ic tion  exists w here the adv ertise
m ent is dissem inated  in in te rs ta te  com m erce for the purpose of in
ducing, etc., in tra s ta te  purchases of foods, drugs, devices or cosmetics 
in in te rs ta te  com m erced Of course, the  dissem ination of such an 
advertisem ent in in te rs ta te  com m erce which m ay resu lt in the purchase 
of one of these four types of p roducts in in te rs ta te  com m erce is su f
ficient to  estab lish  ju risd ic tion  under Section 12. T he W heeler-L ea 
A m endm ent m ade the F T C  A ct the broadest consum er protective 
s ta tu te  th us far enacted. T he vast m ajo rity  of the  approxim ately  
2,200 cases now  under investigation  by the  C om m ission’s B ureau 
of Investiga tio n  and of the m any m atte rs  under consideration by the 
B ureau of C onsultation  are under these sections. In  these days 
w hen the m edicine m an sells no t from  the  back of a truck , bu t from  
radio and television studios and th ro ug h  m illions of p rin ted  adver-

7 O -J ib -W a  M e d ic in e  C om p a ny , Dkt. 
6548, 53 F.T .C . 1205; R e n o r  C om p a ny , 
In c ., ct a l„  D kt. 6617, S3 F.T.C . 1222.
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tisem ents in leading publications, direct mail, etc., it is particu larly  
im p ortan t th a t the  Com m ission, w hich is charged w ith  a p rim ary  
responsib ility  in p ro tec tin g  the health  and purse of the general public, 
be in position to  move fast and w ith  only the necessary m inim um  
burden of proof as to  ju risd iction .

As has been previously m entioned, the Com m ission has no t 
been given au th o rity  to  seek a tem porary  in junction  or issue an 
in terlocu to ry  o rder to  cease and desist for violations of Section 5. 
I t  m ay be of in te rest to call a tten tion  to  the  fact th a t som e w ho have 
taken a special in te rest in the regu la to ry  efforts of the Com m ission 
feel th a t such au th o rity  should not be g ran ted  under Section 5 tc cope 
w ith curren t prom otional m ethods. T hey  urge th a t the " tru th  in 
fabrics and fu rs” s ta tu te s  relate  to  p roducts th a t are no m ore vital 
to  public w elfare than  are those covered only by Section 5 and th a t 
those s ta tu te s  already have in junctions, seizure and criminal provisions.

Sections 13 and 14
T o the form al rem edy provided in the orig inal s ta tu te— the com 

plain t and order to  cease and desist—there  w as added, by Section 13, 
the provision th a t w here it appeared in the in terest of the public, 
the Com m ission m ight b ring  su it in a U nited  S ta tes D istric t C ourt 
for a tem porary  in junction  against the dissem ination of fa se adver
tisem ents for foods, drugs, therapeu tic  devices and cosm etics. This 
rem edy has been used in a considerable num ber of cases involving 
dangerous drugs 8 and tw o instances w here the in ju ry  w as essentially  
econom ic.9 Section 14 of the W heeler-L ea A m endm ent also provided 
a th ird  rem edy, th a t of crim inal prosecu tion  in the U nited  S tates 
D istric t C ourt w here the false advertisem ent is for a food, drug , th e ra 
peutic device, or cosm etic, and its use m ay be in jurious to  health  
oir if the violation is w ith in ten t to  defraud or m islead. O nlv tw o 
cases have been b ro u g h t under th is section.10

S F T C  v. B en h a m , 3 F .T .C . S&D 642 
(D C  III.. 1939); F T C  v . K a p la n , 3 
F.T.C. S&D 656 (DC 111., 1939); F T C  
v. S c k o v  C orp ora tio n , 3 F .T .C . S&D 
669 (D C  Calif., 1940); F T C  v. C aplan, 
3 F .T.C . S&D 699 (D C  Va.. 1940); 
F T C  v. A ll ie d  P h a rm a co l C om p a ny , In c ., 
3 F .T.C . S&D 704 (D C  O h io ,’l940); 
F T C  v. M ille r , 3 F.T .C . S&D 706 (D C
N. Y„ 1940).

9 F T C  v. R h o d e s  P h a rm a co l C om p a ny , 
1950-1951 T rade Cases (162,89-, 191 
F. 2d 744 (CA-7, 1951); P T C  v. R a 
tion a l H e a lth  A id s , 108 F. Supp. 340 
(D C  M d„ 1952).

10 U. .S', z \ P e tr ie , 3 F .T .C  S&D 723 
(D C  111., 1939); V. .S', v. R h o d e s  P h a r 
m acol C om p a ny , 5 F.T .C . S&D 801 
(D C  Pa., 1951).
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As a resu lt of the passage of the  W heeler-L ea  A m endm ent and 
the F ederal Food, D rug, and Cosm etic A ct of 1938, over-the-counter 
sales of dangerous drugs, th erap eu tic  devices, and cosm etics have 
been practically  elim inated. Also, during  the  past tw o decades the 
form ulation  of p rop rie ta ry  p repara tions has been greatly  im proved. 
If appealing  claim s w ere m ade under these laws, the best formulas 
had to  be used in m aking the drug  products offered. A lthough  the 
Com m ission has no t very  often em ployed these ex trao rd inary  remedies, 
th ey  have had a m ost w holesom e influence in affected industries. 
I t  is likely th a t econom ic in ju ry  m ore often will be the basis of th e ir 
use— especially Section 13— in the  future.

In  the  food and d rug  area, a tten tion  has especially been given, 
du ring  the p ast few m onths, to  the requiring  of disclosures by pro
m oters of an tib io tics th a t m ilk from  dairy  cattle to  w hich those 
antib io tics had been adm inistered  should no t be used or sold for 
hum an consum ption for a specified tim e after u s e ; to  false claims 
in advertisem ents for so-called “health  books” ; to m isrepresen ta tions 
for con tact lenses, a rth ritic  p reparations, v ib ra tin g  devices alleged to  
con tro l w eigh t and body dim ensions, and v itam in s; and to quality  
con tro l of drugs.

Regulation of Advertising Essential
H o nest adv ertis in g  is a v ita l pa rt of our dynam ic econom y. I t  

s tim u lates dem and for new  and b e tte r goods, w hich in tu rn  encour
ages new inventions and scientific research . H onest advertising  
sharpens com petition by perm ittin g  com parisons in u tility  and price. 
T hese  factors are reflected in g rea te r em ploym ent and g rea te r p u r
chasing pow er, w hich enables us to  consum e our ever-increasing 
production . T h is is a healthy  cycle, b u t false advertising  is a poison 
in the  life blood of a free econom y. False and m isleading adver
tising  is an  unfair m ethod of com petition , for it forces o ther business
men to adopt practices th a t are against th e ir  ethical s tan dards or to  
lose th e ir businesses. Also, it is decidedly unfair to the  consum er, 
for it enables the  false adv ertiser to secure m oney from  the consum er 
th a t he w ould no t o therw ise ob tain. I t  d iverts dem and from  b e tte r 
m erchandise to  less desirable, w hich d isto rts  the free w ork ing of 
supply and dem and, the m ost basic of the econom ic laws. In  the 
area of foods, drugs, therapeu tic  devices and cosm etics, false adver
tising  no t only presen ts all these econom ic factors b u t som etim es
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poses health  hazards of substan tia l im portance. C onsequently, reg 
ulation of advertising is a very essential task. D uring the approximately 
25 years I have spen t in very  close association w ith  the C om m is
sion’s regu la to ry  w ork  in th a t field, I have seen no  tim e in w hich 
there has been such a s tro n g  reaction by  the consum ing public, 
reg istered  d irectly  and th ro ug h  consum er protective groups, to  ad 
vertis ing  practices. In  add ition  to  the  m any corrective actions 
in itia ted  by th e  Com m ission staff, an increasing num ber of w hich 
involve entire  industries, som e 7,000 inform al com plain ts w ere received 
by the Com m ission last year. Som e of those also related  to  p ractices 
quite com m on in en tire  industries. Incidentally , it m ight be of in 
te res t to you and your clients to  know  th a t there  is an increasing 
num ber of com plain ts about bad taste  in advertising  (a m atte r of 
im portance, b u t no t controlled by any  law s adm inistered  by F T C ). 
T he a tten tion  given to  false advertising  by C ongressional com m ittees 
is, of course, know n to you. I m ention these factors because m uch 
advertising  th a t is the basis of corrective action has been draw n 
by  advertising  agen ts and  approved by  counsel.

One of the recen t m odifications in policy has been a de term ina
tion of the role of the  advertising  agen t and his inclusion in false- 
advertising  investigations. I th in k  you can expect m ore adv ertis in g  
agents to  be jo ined in all form s of corrective actions in the  fu tu re.

T he doctrine of caveat emptor, w hich cam e in to  our law  from 
E ng land ,11 is old bu t it is no t honored for its an tiqu ity . As late as 
1900, a U n ited  S ta tes C ircuit C ourt of A ppeals denied in junctive  
relief to  a m anufac tu rer of alum inum  w ashboards against a com 
pe tito r w ho used the w ord “alum inium ” on w ashboards devoid of 
alum inium , s ta tin g  th a t :  “if . . .  all persons [are] com pelled to  
deal solely in goods w hich are exactly  w h a t they  are represen ted  
to  be, the rem edy m ust come from  the leg islature, and not from  
the  cou rts .” 12 In  the area of trade regu la ted  by the Com m ission 
the  doctrine of caveat emptor is now legally  dead. B u t th a t is nothing 
to  be alarm ed over because it only m eans th a t those w ho enjoy the  
freedom s of our econom y m ust also bear concom itant responsib ilities 
and th a t w hen they  advertise  th e ir  m erchandise, th ey  m ust convey

“  In  1603 a B ritish court held that 
w hen a vendor sta ted  th a t “ this is a 
B ezor s tone” (supposed to have th e ra 
peutic efficacy), there was no cause of 
action because the statement was leg iti

mate puffing (Exchequer Chambers Cro. 
Jac. 4).

12 A m e r ic a n  W a sh b o a rd  C om p a n y  v . 
S a g in a w  M a n u fa c tu r in g  C om p a ny , 103 
F. 281, 285 (CA -6).
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only tru th fu l im pressions. T h is  is about all the law  one needs to  
know  to  avoid violation of the  provisions of the F T C  A ct against 
false advertising  unless he w ishes to  gam ble in the g ray  area. On 
the o ther hand, the facts are often involved and com plicated.

Relationships with Other Agencies
I t  has been m y pleasure and responsib ility  under the general 

supervision of the  C om m ission’s secretary , to m ain tain  our liaison 
relations w ith  m ost o ther governm ent agencies for the past several 
years. D uring  th a t tim e closer relationsh ips have been established 
w ith  agencies adm in istering  related  s ta tu tes . One of these agencies 
is the  F ederal C om m unications Com m ission. W e have, since February 
21, 1957, been furn ish ing  th a t agency w ith  copies of every stipu lation  
and order en tered  w here radio or television advertisem ents have 
been a basis of corrective action and w ith  the id en tity  of the stations 
broadcasting  the advertisem ents, for th e ir  use in considering whether 
those s ta tions are conducting  th e ir  operation  in conform ity w ith 
s ta tu te s  adm inistered  by the F ederal C om m unications Commission.13

T here  has been a s trik ing  change in the volum e, m edia and 
form at of adv ertis in g  since the Com m ission was em pow ered to  regu
late  advertising . In  1914 advertising  budgets w ere sm all and adver
tisem ents w ere brief and th e ir fo rm at s im p le ; there  w as only prin ted  
media, and new spaper and m agazine circulations w ere com paratively 
small. N ow  $11.5 to  $12 billion are spen t annually  in adv ertis in g ; 
radio and television have come in to use to  the po in t w here radio 
can be heard  anyw here in the cou n try  from  several sta tions and over 
95 per cent of the coun try  can receive television broadcasts. Seventeen 
hundred  new spapers d is tribu te  about 57.5 m illion new spapers daily, 
270 general and farm  m agazines have a circulation of about 183.5 
m illion, and d irect mail advertising  exceeds 1.5 billion annually . To 
fu rth e r com plicate the  m a tte r  m uch advertising  relies upon inferences 
and overtones to create im pressions desired by the  advertiser and 
m any scientific near m iracles in the m edical field and  o ther fields 
of learn ing  have created  an atm osphere in w hich even the im possible 
can be m ade to  im press the m ind as plausible. T h a t, how ever, 
p resen ts no t an im possible task  in regulation , bu t only an in te restin g  
challenge. T w o basic principles th a t often go th ro ug h  m y m ind

13 22 F ed era l R e g is te r  2318 (A pril 6,
1957).
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w hen considering advertising  m aterial are th a t the law does no t equate 
ad ro it deception w ith  tru th  and th a t, given the inclination, one can 
easily  em ploy our very  flexible language to sta te  the w hole tru th . 
A nother is th a t the reader is un der no du ty  to search for hidden 
m eanings or sm all-prin t qualifications.

T hese  enorm ous changes and grow th  in business have necessi
ta ted  constan t re-evaluation of. and m odifications and adap ta tion s in, 
the  Com m ission’s form al and inform al p rocedures and em phasis in 
expenditures of its resources. In  th is  connection, the Com m ission 
has the  benefit of no t only its m anagem ent personnel but, th ro ug h  
a w ell-m anaged incentive aw ards program , suggestions from  all of 
its em ployees. In  the p ast few years it has had one extensive survey 
by a w ell-recognized, p rivate ly  operated  m anagem ent group and pe
riodic assistance by o ther arm s of the federal governm ent in terested  
in efficiency. O u t of th is have come consent-order procedures (em 
ployed in about 84 per cent of our form al cases ) ; en largem ent of 
facilities for m on ito ring  all form s of adv ertis in g ; increased use of 
Section 6 (F T C  A ct) investiga tion s; new  form s and increased use 
of industry-w ide educational and enforcem ent p ro g ra m s ; and in
num erable sm all changes th a t have modified procedures or have elim 
inated  unnecessary  ones. T im e does not perm it me to  extend th is 
th o u g h t fu rth e r than  to  express m y opinion that, under very  able 
leadership, the m orale of the Com m ission’s staff and its to ta l product 
are at an all-tim e high.

Devising Methods of Testing Products 
to Determine Propriety of Advertising Claims

One of m y prim e responsibilities for m any years has been to 
assist in devising m ethods of te s tin g  various products to determ ine 
the p rop rie ty  of questionable advertising  claims m ade for them . 
N orm ally, scientific research is conducted for the purpose of learn ing  
basic principles or to  adap t those principles to practical use. While 
know ledge acquired by th is m ethod solves m ost of the scientific 
problem s involved in questioned advertising , som etim es it is inade
quate. T he advertiser whose claims are questioned m av not have 
looked for a scientifically proved principle but, I som etim es suspect, 
has found a scientifically unexplored area or unresolved principle 
on w hich to  base his advertising  them e. W here  the  public in te res t 
is sufficient, the C om m ission’s staff m ust devise tests  w hich, coupled
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w ith w h at is already know n scientifically, will be sufficient to  resolve 
the p rop rie ty  of those claims.

T he  foundation step in th is type of investigation  is to  determ ine 
the m eaning of the exact advertising  claim  under consideration and 
w hether it m ay have the tendency  and capacity  to  deceive a sub
s tan tia l segm ent of the  public. T he language of the  questioned 
advertisem ent usually  provides the answ ers to  these tw o questions. 
H ow ever, if it does not, a consum er survey  is conducted. If the 
advertisem ent does create im pressions th a t m ay be false, a proper 
sam ple m ust be acquired, adequate ly  identified, and delivered to  the 
sc ien tist w ho is to  perform  the  tests.

As to  the tests , first, they  m ust be properly  conceived— th a t is 
to say, th ey  m ust be conducted in such a m anner th a t the resu lts  
thereof definitely can be a ttrib u ted  to  use of the product in cuestion  
w hen used according to  d irections or, in the  absence of specific direc
tions, w hen used under custom ary  or usual conditions. O ther factors 
th a t m ay appreciably  affect the  resu lts  m ust be elim inated. There 
m ust be a sufficient num ber of tests , on a sufficientlv large and rep 
resen ta tive  sam ple, th a t the resu lts  reflect the general behavior pattern 
of th e  product.

Second, the tests  m ust be properly  executed. Care m ust be taken 
th a t the planned procedure is exactly  perform ed and th a t no variable 
factors are perm itted  to  be in troduced. T est resu lts  m ust be accurate ly  
read and fully recorded. Shop no tes m ust be preserved.

T h ird , resu lts  of the tests  m ust be critically  exam ined to  de ter
m ine w h at firm conclusions can re st on them .

T he final question  is w h eth er (if the claim s appear false! these 
tests, coupled w ith available general scientific know ledge th a t can be 
furn ished  by experts, enable the C om m ission’s staff to m ain ta in  the 
requisite  burden of proof. N eed for conducting  such tests  is increas
ing  annually .

P erhaps you have no ted  our recent a ttacks on dem onstra tions 
and te s ts .14 M an’s experience has conditioned his m ind so th a t he is

11 H u tc h in so n  C hem ica l C o m p a n y , Dkt. 
7140; L ib b e y -O w e n s -F o r d  G lass C o m 
p a n y  e t a i ,  D kt. 7643; C o lg a te -P a lm o live  
C o m p a n y , D kts. 7736 and 7660; B razen  
&■  W illia m so n  T obacco  C orp ora tio n  et a i ,  
D kt. 7688; A lu m in u m  C om p a n y  o f  A m e r 

ica, D kt. 7735; S ta n d a rd  B ra n d s , In c ., 
D kt. 7737; L e v e r  B ro th e r s  C o m p a n y  et 
a i ,  D kt. 7747; C a rte r  P ro d u c ts , In c ., 
D kt. 7943; A m e r ic a n  C h ic le  C om p a ny , 
D kt. 6791.
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inclined to  accept visual dem onstra tions w ith  less skepticism  th an  as 
to  w h at he reads or hears— hence the old axiom  th a t “seeing is believ
ing." T here  is, I believe, no th ing  new in principle involved in these 
cases, bu t an adap ta tion  of old principles to  new  circum stances. 
G enerally speaking, these a ttacks are based on advertising  rep resen ta 
tions th a t certain  tests , w hich are visually  illustra ted , prove th a t the 
adv ertiser 's  p roduct possesses certain  desirable a ttrib u te s  w hen those 
tests  do not so prove. I th ink  th a t if a dem onstra tion  creates a false 
im pression abou t a m aterial fact—a fact th a t is likely to  incline the 
v iew er to  buy th e  p rom o ter’s p roduct or to  dissuade him from  a 
com peting p roduct—it is actionable under the F T C  Act. T hese cases 
show  th a t the falsity  of the tes t may, under some circum stances, be 
questioned w ith ou t go ing broadly  in to  the  m erits of the  product. I t  is 
sufficient if the tests  are false and they  relate  to  a  m aterial fact. 
If you will refer back to  m y discussion of how  tests  are conducted 
to  resolve th e  tru th  or fa lsity  of an advertising  claim regard in g  the 
perform ance of a p roduct, you will see th a t proof by te s ts  som etim es 
is not an easy, quick and dram atic procedure and th a t the advertiser 
w ho em ploys th is  m ethod often assum es a very  considerable burden. 
P revalence of adv ertis in g  involving th is them e suggests it will receive 
increased atten tion .

Section 15 of the F T C  A ct has recently  received increased a tte n 
tion. T he m ajor portion  of th is section defines “foods,” "d ru g s ,” 
“ devices” and “cosm etics” and also sta tes  a rule for con stru in g  adver
tisem ents for these four classes of products. H ow ever, th a t w as not 
a new  rule, for it had already been in use for m any years in constru ing  
advertisem ents under Section 5.1S Section 15 sta tes th is rule of con
struc tion  as follow s:

. . .  in determ ining w hether any advertisem ent is m isleading, there shall 
be taken into account (am ong o the r th ings) not only representations m ade or 
suggested  by statem ent, word, design, device, sound or any com bination thereof 
but also the ex tent to which the advertisem ent fails to reveal farts  m aterial 
in light of such representations o r m aterial w ith respect to  consequences which 
m ay result from  the use of the com m odity to  which the advertisem ent relates 
under the conditions prescribed in said advertisem ent or under such conditions 
as are custom ary  or usual.

' ”1: T C  v. R o y u l B a k in g  P ozcd cr  C o m 
p an y, CCH T rahi-: Regulation Reports 
(Supp. Yol. V ) H 5523, 281 F. 744 
( CA-2, 19221; H a s k c li tc  M a n u fa c tu r in g  
C orp ora tio n  v. F T C ,  1940-1943 T rade

Cases 11 56,317. 127 F. 2d 765 (C A T , 
1942); exam ples of m ore recent cases 
are M o d e rn  H a t  IF o r k s , 28 F .T  C 545 
(1941) and A d c ll  C h fin ic a l C om p a ny . 
In c ., 54 F.T .C . 1801.
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Medical Advertising of Drugs
T he only qualification to  th is  broad coverage is m edical adver

tis ing  of d rugs w hich is dissem inated  only to  m em bers of th e  m edical 
profession and w hich “contains no false rep resen ta tion  of a m aterial 
fac t” and is accom panied by a quan tita tive  s ta tem en t of the form ula 
of the product. T he full m eaning of th is  qualification has no t been 
resolved. H ow ever, it has accounted for a very  lim ited am ount of 
regula tion  of adv ertis in g  to  physicians. In  1938, w hen th is am end
m ent w as enacted, the probability  of deception of the  profession about 
the beneficial and side effects and con traind ications of the drugs then 
in use w as slight. In  the  recent past the in troduction  of a large num 
ber of new  drugs th a t are so po ten t they  g rea tly  influence basic bodily 
processes, coupled w ith  g rea tly  stepped-up advertising  p rog ram s to  
physicians and substan tia l m odifications in m ethods of presen ta tion  
in such advertisem ents have caused som e to conclude th a t now  even 
physicians m ay be deceived by en trep ren eu rs of the  so-called ethical 
drugs. T hose of th is  persuasion contend th a t the average busy 
physician does not have tim e to  acquain t him self w ith  the basic lite ra
tu re  available on these new drugs and th a t advertising  to  physicians 
should receive closer scru tiny  by the Com m ission, especially w here 
such advertisem ents do not acquain t the physician w ith  the  negative 
aspects of such drugs. C onsequently, those of the  C om m ission 's staff 
m ost concerned w ith th is  problem  have recen tly  given m uch th ou gh t 
to  th a t qualification, to  cu rren t conditions in d rug  advertising  to  the 
m edical profession and to  the  possible need for m odifications of th is 
p a r t of the  s ta tu te  to  adequate ly  equip the  Com m ission to  regulate  
th a t form  of advertising .

In q u iry  is som etim es m ade as to  w h a t the  fu tu re  holds so far as 
possible extension of regu la tions in the area of deceptive practices is 
concerned. B usinessm en and their adv ertis in g  agen ts and th e ir  coun
sel hold the answ er to  th is  question, for th ey  exercise the  creative role 
in business prom otional m ethods and they bear the responsibilities of 
m ain ta in ing  the credib ility  level of adv ertis in g  and  good reputation  in 
in d u stry  and before the public. T he  underly ing  principle involved 
w as w ell s ta ted  by E dm und  B urke over 160 years ago. as follow s:

Society cannot exist unless a con tro lling  pow er upon will and appetite be 
placed som ew here; and the less of it there is w ithin, the m ore there m ust be 
w ithout. . . .  I t  is ordained in the eternal constitu tion  of th ings th a t m en of 
in tem perate m inds cannot be free. . . . T h e ir passions forge the ir fetters.

[The End]
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The Role of the Men of Science 
and Lawyers in Lawgiving
By KENNETH E. MULFORD

This Paper W as Presented at the January, 1961 Meeting of the New 
York State Bar Association. The Author Is Assistant to the Execu
tive Vice President, Atlas Powder Company, Wilmington, Delaware.

TH E  M IR A C L E S  O F  S C IE N C E  and m odern technology are all 
around us— in the foods we eat, in the planes th a t b rou gh t som e of 
you to  th is m eeting, in our recreation-room  television set, in the syn

thetic  fabrics we w ear, in life-saving drugs, in satellites th a t circle in 
outer space. M any of these are part of our daily life, yet only an infini
tesim al few of us have been educated in the  scientific disciplines neces
sary  for even a meager un derstan d in g  of how  these m iracles are possible. 
N or is it reasonable to  assum e th a t m ost of us will un derstan d  how 
m any of these things came about. No m atter how proficient or knowledge
able we may be in our own fields of activity, most of us are living through 
an era of b rea th -tak in g  developm ents, igno ran t of the scientific p rinci
ples th a t lie behind them .

F o r exam ple, I w as given a pocket-size tran sis to r  radio for C h rist
m as. I ts  reception is tru ly  rem arkable. B u t I am to ld th a t if used 
on an airplane it m ay in terfere w ith  some phase of m odern nav igation  
equipm ent. I know  no th ing  of the w hys or w herefores, bu t obviously 
m y decision is no t to  use it on a plane. If som eone announced th a t 
persons carry ing  a gadget such as th is m igh t u ltim ate ly  con trac t some 
horrib le, incurable disease, I w ould be som ew hat skeptical, b u t I 
w ould  have no m ore basis for reaching a conclusion th an  I have about 
its effect on the plane.

In  the absence of som e au tho rita tive  s ta tem en t by som e know l
edgeable person or group  in w hom  I have confidence, there  exists in 
each case a tendency to w ard  some degree of credence because of lack
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of personal know ledge : because of fear and because of norm al p ro 
tective instinct. H ow  m any tim es we have heard  the  adage “b e tte r  to 
be safe th an  so rry .” U n fo rtun ate ly , th is  provides an oppo rtun ity  for 
those who, ou t of e ither ignorance or selfish m otives, w ish to  engender 
fear and public apprehension about m any of the new developm ents 
of science.

T h is does no t m ean th a t fear w hich frequently  associates itself 
w ith  acts of courage is to  be condem ned. As has been said in The 
Great Ideas, w e should strive  for “prudence to  decide w h at th ings 
should be feared, when they should be feared, and how  m u c h ; and so a 
p ru d en t ju dg m en t is involved in fearing  the rig h t th ings at the  righ t 
tim e and  in the r ig h t m anner—neith er too m uch no r too little .”

T he fears th a t surround  us and our pro tective  in stinc ts are prim e 
m overs in the developm ent of law s of hum an conduct. If we accept 
the  fact th a t the expressions and a ttitu d es  of the  general public influ
ence our law givers in p a tte rn in g  new law s or m odifying old ones to 
deal w ith  the scientific revolution  of our age, it becom es obvious th a t 
our scien tists m ust play an ever-increasing role, d irectly  or indirectly , 
in law m aking. M uch of w h at our governm ent does—w hether in con
nection w ith  regu la tion  of foods, d rugs and cosm etics, sprays and 
insecticides, w ith  air-pollution contro l program s, or in deciding w hat 
fields of scientific and m edical research  should be encouraged w ith 
grants—has a direct bearing on the rate and direction of scientific progress.

If w e arc to  have progress, alleviation of unjustified fears and 
alarm s becom es as im p ortan t as the tim ely  developm ent of protective 
m easures. T h is creates for those of us in law, no less than  for those 
in science, a problem  of com m unications: H ow  can we help m illions 
of people to  m ake “a p rud en t ju dg m en t in fearing  the  r ig h t th ings at 
the righ t tim e” or, conversely, of no t fearing  those th ings th a t need not 
be feared? H ow  can we help our law m akers reach sound decisions 
th a t will, on the one hand, p ro tect the public in te rest and. on the other, 
facilita te  scientific and technological p rogress?

T here  are no sim ple answ ers, no p a t form ulas to  m eet th is  chal
lenge of com m unications. Some progress, in the field w ith  w hich I am 
best acquainted, food additives, has been m ade in recen t years, a l
th ou gh  m uch rem ains to  be done. As you know , the  Food P ro tec tion  
C om m ittee of the  N ational R esearch Council has m ade com m endable 
strides in analyzing  some of the questions raised about food additives, 
and in publish ing  docum ents based upon sound scientific judgm ent.
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T o the  ex ten t th a t they  are covered adequately  in the general p ress and 
reach those w ho influence the  public in health  m atters, they  can help 
to  lessen unjustified fears and provide C ongress w ith  useful guidelines 
for d ra ftin g  constructive  legislation.

L ast year the M anufactu ring  C hem ists' A ssociation and the  N u
trition  F oundation  cooperated in carry ing  ou t an educational program , 
on food additives, to  reach hom e econom ists, n u trition ists  and die
titians, home demonstration agents, public health  leaders, food editors, 
w rite rs  and librarians. T he association is follow ing th is up w ith  a 
con tinu ing  effort to  reach the sam e audiences. Food and D rug  A d
m in istration  officials have done m uch, th ro ug h  speeches around the  
country , to  underscore the im portance of chem icals in ag ricu ltu ra l 
production and additives in m odern processed foods.

I t  is hearten ing , too, to  note the recognition given to ‘.he im por
tance of early  detection  of public relations problem s th a t m ay arise 
from  new scientific developm ents by the Com m ittee on Science in 
the P rom otion of H um an  W elfare  of the  A m erican A ssociation for the  
A dvancem ent of Science. T o those of you w ho have not had an op
p o rtu n ity  to  read th is  report, I  refer you to  page 68 of the  Ju ly  8, 1960 
issue of Science. I t  re jects the view th a t scien tists should follow a 
passive advisory role to  governm ent and, instead, u rges th a t in dealing 
w ith  social issues “ the scientific com m unity m ust dem onstra te  its 
responsib ility" and “ough t to  assum e, on its own initiative, an inde
pendent and active in form ation role."

H ow ever, in study ing  the  recom m endations of the A A A S Com 
m ittee, and the w ork  of such groups as the N ational R esearch Council 
and the P res id en t’s Scientific A dvisory C om m ittee, it seem s :o  me th a t 
in the  field of legislative assistance the  sc ien tists are confronted w ith 
serious difficulties.

T he first of these arises ou t of the basic division of law  in to  
scientific law s and law s of hum an conduct. T here  is. of course, a 
fundam ental difference betw een them . Scientific law s sim ply exist to 
be discovered and are inviolable. N ew ton had no choice as to  w h at th e  
law s of g rav ity  should be. N either you nor I nor the scien tist can 
violate them  nor can w e change them . C onsequently, w hen dealing 
w ith  law s of th e ir own disciplines, the scien tists are no t confronted 
w ith  a decision of choice or selection as to  how the law  should be 
fram ed to  be of the  g rea test benefit to  society. T h is does not m ean, 
of course, th a t the scien tists are no t confron ted frequently  w ith  con-
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flicting evaluations of scientific da ta  th a t m ake it difficult to  advise on 
the fram ing  of hum an laws. L aw s of hum an conduct are a m atte r of 
choice, differing in different lands and changing  w ith  social progress. 
M atters  of choice involve a lternatives. F u rth erm ore , w hen alternatives 
are  proposed in w ritten  form , there is the  practical q u e s tio n : “W h at 
exactly  do they  m ean?”

E arlie r I po in ted  ou t th a t m ost of us m ust rely  on the advice of 
com peten t scien tists  if we are to  avoid false fears. However, there is 
th e  o th e r side of th e  coin. J u s t as the  public, law yers and law m akers 
need th e  advice of scien tists, so also  do the public, scien tists and  law 
m akers need the advice of law yers. M ost sc ien tists are na tu ra lly  
re lu c tan t to  partic ipate  in the d rafting  or in terp re ta tion  of new ly pro
posed law s of hum an conduct even th ou gh  they  m ay be necessary 
because of new  scientific developm ents.

T hus, in las t y ea r’s hearings on the color additive am endm ents, 
the  H ouse In te rs ta te  and Foreign  Com m erce C om m ittee requested  
P residen t Bronk, of the N ational A cadem y of Sciences, to  nam e a 
panel of experts qualified to  discuss the scientific problem s arising  
from  the  cancer clause. A panel of som e 13 d istinguished scien tists 
partic ipated , w ith  m any u rg ing  som e m odification of the D elaney 
Clause. O ne of the  scien tists, while being questioned by a com m ittee 
m em ber, suddenly  tu rn ed  to  the presid ing  officer—w ho happened, at 
th a t point, to  be R epresen ta tive  F ly n t of G eorgia— and asked : “W ould 
it be possible for the  chairm an of the com m ittee to  give the m em bers 
of the  panel . . .  an official in te rp re ta tion  of the  D elaney clause?”

T o  this. R ep resen ta tive  F ly n t replied candidly th a t it w as “ im pos
sible to  give a definitive answ er,” po in ting  ou t th a t th is particu lar sec
tion of the law  “is capable of as many different in te rp re ta tion s as there 
are m em bers of a com m ittee or panel.” T he scientists, therefore, w ere 
in the unhappy  position of try in g  to  m ake recom m endations w ith ou t 
any in te rp re ta tion  of the clause. Sim ilarly , in the  K istiakow sky Com 
m ittee repo rt on the  cancer proviso, I also detected a reluctance to 
in te rp re t the clause, even though  the com m ittee had legal counsel.

A  very  im p ortan t p a rt of the  job of com m unications is try in g  to 
u n derstan d  the  problem s and the  po in ts of view  of those w ith  w hom  
vou are try in g  to  com m unicate. A long w ith  som e o ther m em bers of 
th is  group, I have been disappoin ted  w ith  certain  sections of recent 
food and  d rug  legislation. I t  is easy to  say th a t those p arts  we do not 
like or agree w ith  are sim ply the  un fo rtuna te  resu lt of C ongress’ play-
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ing politics, in the sense of responding  to  w h at we believe are u n ju sti
fied public fears. I suggest, however, that this is a  gross oversimplification 
of our problem  and th a t th ere  is little  to  be gained in try in g  to  m ake a 
scapegoat ou t of politics. In  fairness, it m ust be rem em bered th a t 
m em bers of the  H ouse and Senate com m ittees face a difficult problem  
in d raftin g  food, d rug  and cosm etic legislation. I t  is, I believe, to  the  
cred it of the  H ouse Com m erce C om m itte th a t du ring  im p ortan t hear
ings on the  use of polio vaccine in 1955, food additives in 1958 and color 
add itives last year it called upon Dr. B ronk to  choose panels of experts. 
As previously indicated, it is believed th a t these panels could be m uch 
m ore effective if they  received sound briefings on the m eaning of the  
legislation un der consideration.

Even the  use of a panel, how ever, does no t free m em bers of Con
gress from  hav ing  to  m ake difficult decisions. C ongressm en are often 
in the  position of hav ing  to1 w eigh conflicting scientific ju dg m en ts  and, 
w ith  few exceptions, to  w eigh them  as laym en w ith o u t benefit of 
scientific tra in ing . In  1955, for instance, tw o of the panel m em bers 
called for a ha lt in polio inoculations, con tending th a t the  Salk vaccine 
a t th a t tim e w as too  dangerous for use. L ast year, a m inority  of an 
o ther panel called for re ten tion  of the D elaney Clause w ith ou t change.

T he best th a t w e can hope for, it seem s to me, is th a t Congress 
will follow its  own adm onition to  the S ecretary  of H ealth , E ducation , 
and W elfare  in the  food additives am endm ent to  m ake findings of fact 
and base orders upon a “fair evaluation  of the  en tire  record” ra th e r  
than  m erely upon “ substan tia l evidence” in one direction.

In  1955, w hen in troducing  the  panel of polio experts, the  late 
C hairm an of th e  H ouse Com m erce C om m ittee, R epresen ta tive  P rie s t 
of T ennessee, com m en ted :

I believe th a t if p roperly  inform ed the A m erican people are able to come to- 
wise conclusions, even ad m itting  th a t am ong scientists, as all of us know, there 
are areas of controversy  and differences of opinion.

All of us, I believe, have a p a rt to play in th is job of in form ing th e  
people. L aw yers, as I have said, can help sc ien tists by g iv ing  th e  best 
possible legal opinion— and th a t is no t alw ays easy— on w h at legisla
tion  m ay m ean, so th a t scien tists will have a b e tte r  basis for m aking 
public policy recom m endations. Surely, if the  A m erican A ssociation 
for the A dvancem ent of Science and sim ilar g roups are w illing  to  
undertake th is  w ork  as a public service, we in the bar associations 
should be w illing  to  w ork  w ith  them . [The End]
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Foreign Law Comment
By JULIUS G . ZIMMERMAN

Chapter IV of the Latin-American Food Code Deals with Its Application to 
Containers of All Kinds. The Chapter W as Translated from the Original 
Spanish by Ann M. Wolf, of New York, Under Dr. Zimmerman's Supervision.

The Latin-American Food Code 
Chapter IV

UTENSILS, RECEPTACLES, CONTAINERS, WRAPPERS, 
MACHINERY, AND ACCESSORIES

Article 51—All utensils, receptacles, containers, wrappers, machinery 
p arts , pipelines, and accessories th a t come in to  con tact w ith  foods 
m ust a t all tim es be in perfect hygienic condition, be m ade of or 
coated w ith  m ateria ls im pervious to  the  product, and no t yield h a rm 
ful substances or substances capable of con tam inating  or a lte ring  the 
organoleptic  characteristics of the food. T hese requirem ents apply 
also to  inside linings, w hich m ust be unbroken and continuous and 
im pervious to  the  p roducts used to  sterilize them .

T he  use of the  follow ing m ateria ls shall be perm itted  w ithou t 
first ob ta in ing  an au th o riz a tio n :

1. S tainless steel, steel, cast iron, w hich m ay or m ay no t be coated 
w ith  technically  pure tin , and chrom ium -plated  i r o n ;

2. Copper, brass, or bronze, lined w ith  a coating  of technically  
pure gold, silver, nickel, chrom ium , or tin. T h is lining shall no t be 
requ ired  for boilers, vessels, and  k e ttles  used to  cook candy and sugar 
syrups, for m ortars, pans of balances, and w e ig h ts ;

3. T echn ically  pure tin, nickel, chrom ium , or o ther m etals, or 
alloys thereof w ith  harm less m etals ;

4. V irg in  tin  p la te ;
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5. T iled or enam elled iron which, w hen exposed to  acids, does 
no t yield lead or o ther harm ful com pounds, provided th a t it is kep t 
in a good condition of p reservation  ;

6. Ceram ic m aterials, baked clay glazed on the inner side w hich, 
w hen exposed to  acids, do no t yield lead or o ther harm ful com pounds, 
glass, crystal, m arble, and nonodorous woods ;

7. P asteboard , cardboard , paper, or su b stitu tes  therefor, vegetab le 
or anim al fiber cloths, w hich m ay o r m ay no t be w a te rp ro o fed ;

8. P aper coated w ith  wax. stearin  or paraffin, and parchm ent or 
parchm ent-like paper, free from boric acid, form ic acid, or o ther 
preservatives (particu larly  in the case of dairy  p rod uc ts), paper 
im pregnated  w ith 20%* of a nonodorous m ineral oil (only to  w rap  
fru it) :

9. Pulp prepared w ith  a base of various flours, fa tty  m aterials, 
m ineral salts, and o ther substances the use of w hich is perm itted . F o r 
the m anufacture of ice cream  containers, up to  0.5 gram s of borax  m ay 
be added to  each kilogram  of pulp or board ;

10. Gum or rubber or su b stitu tes  therefor, free frcm  harm ful 
m etals and toxic substances in g e n e ra l;

11. P lastics free from  harm ful substances ;
12. C loths m ade of vegetable or anim al fiber, e ither pla.n or w a te r

proofed w ith  harm less substances. W hen used for ham s and sow belly, 
these cloths m ay be coated w ith  petro leum  ta r ;  the  use of coal ta r  or 
other ta rs  w hich have a phenol or an th racene reaction or an acid or 
alkaline reaction  is p roh ib ited ;

13. Such o ther m ateria ls as the health  au tho rities  m ay approve.
T he use of galvanized iron or zinc-plated iron is generally  p ro 

hibited in con tainers w hich come in to con tact w ith  foods o r raw  
m aterials for foods, except at m eat m arkets. T he  food in du stry  shall 
be g ran ted  a term  of ten  years from the date of p rom ulgation  hereof 
w ith in w hich to  replace th is  m aterial, and th ereafte r estab lishm ents 
p reparing  or hand ling  food products shall be proh ib ited  from  using  
m achines or utensils con ta in ing  it.

Article 52— M etals and o ther m aterials w hich come in to  con tact 
with foods are not perm itted to contain more than 1%  of lead, antimony, 
zinc, copper, or o ther im purities, or m ore th an  0.05% of arsenic or 
o ther substances w hich the  health  au tho rities  consider harm ful.

*N ote of the transla to r: By weight.
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T in -p la ted  surfaces which come in to con tact w ith  foods shall have 
a nom inal tin  con ten t of a t least 0.50 by w eigh t in BB units. E xcepted  
herefrom  are the m etal fittings of siphons, for which p articu la r requ ire
m ents are fixed in ano th er p a rt of th is  Code.

T he  use of tin  p late  w ith  a nom inal tin  con ten t of a t least 0.25 by 
w eigh t in BB un its  shall be perm itted  to  can liquids w hen the inner 
surface is coated w ith  a p rotective varnish. T he use of tin  p late  w ith 
a nom inal tin  con ten t of at least 0.14 by w eigh t in BB units, or of a 
plain black p late  coated w ith  protective varn ishes shall be perm itted  
to  pack pow ders or re latively  dry  products.

All enam elled, lacquered, or varnished m aterials m ust have a su r
face covered com pletely in accordance w ith  the  best technological 
p ractice suitable for the  p rod uct to  be packed and m ust no t contain 
lead, antim ony, or any o ther elem ent or com pound considered harm ful 
on the  basis of tests  to  be conducted in accordance w ith  regula tions 
to  be issued.

Article 53— W henever th is  is considered necessary, the  inside of 
m etal con tainers m ay be pro tected  w ith  varnishes, lacquers, enam els, 
fir o ther coatings or protective trea tm en ts  th a t m eet the requirem ents 
of th is Code.

O nly the follow ing substances m ay be p resen t in varn ishes and 
p lastics in tended to be in contact w ith  foods :

a. N atu ra l or syn thetic  resins a n d /o r  insoluable polym ers which 
do not react to  foods ;

b. Solvents hav ing a boiling po in t of less than  150° C., or o ther 
so lven ts the elim ination of w hich in the finished product is a s su re d ;

c. P lastic ize rs: paraffin oil, castor oil, glycerine, diethylene glycol, 
trie thv lene  glycol, propylene glycol, s tea ra tes  and ricinoleates of ethyl, 
bu ty l, am yl, and non-toxic m etals such as calcium  ;

d. H arden ers  : hexam ethy lenete tram ine :
e. A n tiox idan ts and stab ilizers: cobalt and m anganese resinates :
f. P igm en ts : colors au tho rized  by th is  Code :
g. Im p ro v in g  agen ts o r fillers: talcum , mica, titan ium  oxide, saw 

dust, siliceous earth , and o ther in ert bodies the use of w hich is 
p e rm itte d ;

h. O ther materials specifically authorized by the health authorities;
i. M oreover, the varn ishes and plastic m ateria ls m ust react sa tis

factorily  to  corrosion te s ts  m ade w ith  acids, alkalis, fa tty  bodies, and
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hydrogen sulfide and to  ag ing  tests  conducted w ith  fish preserved  in 
oil, canned tom ato  juice, vegetables, and salted  m eats, depending upon 
the  use for w hich th ey  are intended.

A rtic le  54— F o r the  pain ting , decorating, and enam elling of the 
con tainers, dom estic, com m ercial, or in du stria l u tensils and  o th e r 
m ateria ls m entioned in the preceding articles, only harm less colors 
m ay be u sed ; the  use of dyes con tain ing  antim ony, arsenic, barium , 
cadm ium , copper, chrom ium , m ercury, lead, u ranium , and zinc in 
soluble form s is prohibited .

A rticle 55—T he varn ishes sold to  p ro tec t the  inside of tanks for 
d rinking w ate r m ust be im pervious to  po tab le w a te r and ch lorina ted  
w ate r and are no t perm itted  to  con ta in : antim ony, arsenic, barium , 
copper, m ercury , lead, zinc, or cobalt in a proportion  exceeding 1% 
by w eight.

A rticle 56—T he inside w eldings of con tainers, utensils, and acces
sories w hich come in to  con tact w ith  foods m ust consist of tin  th a t 
con tains no t m ore th an  1% of lead or o ther im purities and no t m ore 
th an  0.01% of arsenic. T he outside w eldings m ay contain any per
centage of lead.

A rticle 57— T he cann ing in du stry  shall use preferab ly  m echanical 
closures (rivets) ; the  rubb er or rubb er su b stitu te  seals used m ay 
contain talcum , chalk, m agnesium , and o ther harm less p roducts, bu t 
m ust seal the cans herm etically  w ith o u t breaks in the  continuity .

A rticle 58— C ontainers m ay be closed w ith  the  follow ing m ateria ls :
1. T echn ically  pure tin , except for cans for evaporated  m ilk and 

sim ilar p roducts w hich, to  perm it the sealing  of the pouring  per
forations, m ay be w elded w ith  tin  le a d ;

2. V irg in  cork and cork su b stitu tes  (polyethelene, etc.) ;
3. R ubber and rubb er su b stitu tes  free from  harm ful su b s ta n c e s :
4. M etal, tin-coated , varnished , enam elled or ceram ic caps mounted 

on rings m ade of cork, rubber, or su b stitu tes  th erefo r w hich are free 
from  harm ful su b s ta n c e s ;

5. M etal caps (crow n corks) w hich have on th e ir inside a disk of 
cork, alum inum , or technically  pure tin  ;

6. Glass, porcelain or such o ther m ateria ls as the  com petent 
health  au th o rity  m ay approve.

A rticle  59— Indu stria lis ts , m erchants, or rep resen ta tives are strictly 
p roh ib ited  from  using  receptacles or con tainers w hich bear legends or
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tradem arks belonging to  o ther p roducts th a t circulate on the  m arket 
or w hich w ere previously  used for products no t com ing from  the  m anu
fac tu rer or m erchant w ho uses them , w ith  the  special exceptions fixed 
in th is  Code. Such receptacles and containers, as well as con tainers 
w ith  a chipped neck shall be confiscated im m ediately.

Article 60— T he air in con tainers m ay be replaced by  an in e rt gas, 
such as n itrogen , carbon dioxide, or o thers perm itted  by the  com petent 
au tho rity . T h is operation  need no t be declared in the labeling.

Article 61— R eturned  containers m ay be re-used, provided th a t 
th ey  can be sterilized  properly  before re-use. Such containers m ust be' 
perfectly  clean, and th ey  m ust be disposed of w hen, due to  prolonged 
use, th ey  are oxidated, stained, or deform ed, or w hen th ey  can no 
longer be identified properly.

Article 62— Foods are proh ib ited  from  being m anufactured , held, 
and sold if they  are in d irect con tact w ith  :

1. P rin ted  p ap er;
2. U sed or stained paper ;
3. P ap er con ta in ing  harm ful p roducts, or p roducts the use of

w hich is proh ib ited , such a s : p laster, alum , bary ta , bakelite  and
syn thetic  resins, coal ta r  and an th racene derivatives, aniline dyes not 
perm itted  by the com petent health  au tho rity , unauthorized  p re 
servatives, e tc . ;

4. P apers colored w ith  vegetab le or syn thetic  dyes the  use of 
w hich is perm itted , w hich rub off easily, h o w ev e r;

5. L ead paper or tin  foil con tain ing  m ore than  1 % of lead or 
an tim ony and m ore than  0.01% of arsenic ;

6. C ardboard, paper, cork, and su b stitu tes  th erefo r w hich are no t 
of v irg in  grade.

A ny products w hich v io late th is  article  shall be considered u n su it
able for consum ption and shall be confiscated im m ediately, w ith ou t 
prejudice to  the  im position of the  respective penalty.

Article 63— Food products exhibited for sale or shipped for sale to the 
public m ust be p ro tected  from  every possible contam ination  (dust, 
m ud, insects, etc.) ; foods no t packed m ay be handled  only by au th o r
ized personnel in possession of health  certificates. A ny paper in d irect 
con tact w ith  foods m ust be virg in grade paper and com ply w ith  the  
requirem en ts of the preceding article.
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Article 64— L ead or tin  foil con tain ing  too m uch lead and papers 
dyed w ith  aniline dyes w hich are considered harm ful, b u t do no t rub 
off easily m ay be used, provided th a t a sheet of w hite  or w aterp roof 
paper, as the case m ay be, is placed betw een them  and the  food.

Article 65— In w rappers for sausages, chocolate, bonbons, hard 
candy, etc. the tin  or alum inum  foil m ay be replaced by colorless 
cellophane, em erosin, cephalin, pure cellulose film, and sim ilar p rod
ucts, and o ther au tho rized  substances.

Article 66— R eceptacles w hich orig inally  or a t som e tim e have 
been in con tact w ith  p roducts o ther than  foods, or w hich are incom 
patib le w ith  foods are p roh ib ited  from  being used for food products. 
M oreover, food and beverage receptacles are proh ib ited  from  being 
sealed w ith  used caps. In d u stria l p roducts are p roh ib ited  from  being 
packed in food receptacles.

Article 67— G ranulated  m etals, sm all sho t or bird sho t used to 
clean receptacles and containers in tended for foods, beverages and raw 
m aterials used therein  m ust be free from  lead, arsenic, and o ther 
toxic substances.

Article 68— Sponges and m etal pads used to  clean glasses and 
receptacles in tended for foods and beverages are no t perm itted  to  be 
m anufactured  w ith  copper, zinc, or alloys of these tw o m etals, or w ith 
iron or o ther m etals coated w ith  copper, tin, zinc, or lead.

Article 69— C ontainers, utensils, and o ther elem ents w hich come 
in to con tact w ith  foods m ay be disinfected only w ith  chem icals th a t 
cannot affect the  foods or produce toxic effects. A fter disinfection 
th ey  m ust be properly  rinsed w ith  large am ounts of potable w ater th a t 
must not contain more than 5 to 10 p.p.m. of active chlorine, or steamed.

Article 70— A t confectionery shops, bars, hotels, restau ran ts, e a t
ing houses, hostelries, beverage ou tlets, dairies, cafeterias, and sim ilar 
estab lishm ents, the dishes, silverw are, plates, cups, glasses, and goblets 
m ust first be w ashed under runn in g  w ate r and then  for tw o m inutes 
be disinfected w ith  bo iling w ate r a n d /o r  steam , or im m ersed for at 
least tw en ty  seconds in a solution con tain ing  60 p.p.m. of free chloride. 
T he  sterilization  m ay be effected by w ay of any  au thorized  chem ical 
or physical m ethod. W h ere  glasses, goblets, and cups are no t sterilized, 
the use of hygienic paper cups is com pulsory.

D ishes, plates, cups, glasses, and goblets w hich are cracked or 
have chipped rim s are no t perm itted  to  be used and m ust be destroyed. 
T he  use of wooden plates, ja rs, and cups is prohibited .
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Report on the Sixth Symposium 
on Foreign Matters in Foods
By ERNST ABRAMSON, M.D.

TH E  S IX T H  S Y M P O S IU M  on F oreign M atters in Foods w as 
held a t the N ational In s titu te  of A g ricu ltu re  in M adrid, Spain, 
from  O ctober 10 to 15, 1960. T he partic ipan ts  num bered som e 200 

persons, m ost of them  com ing from  E urope. T here  w ere, how ever, 
also participants from  Canada, Japan and the United States of America.

T he purpose of th is sym posium  w as to  study  various problem s 
aris in g  from  the  in ten tional or un in ten tional addition of “ foreign 
m a tte rs” to  foods in tended for people or anim als and to  prom ote all 
activity necessary- to guarantee the hygiene and wholesomeness of foods. 
A nother aim of th e  sym posium  w as to  discuss the hygiene and the 
nu tritive  value of foods and the  possible inconveniences to  public 
health  caused by in ten tional or un in ten tional additives in foods and to  
establish principles for a  ra tional p rotection  of the quality  and hygiene 
of foods. F inally , it w as the purpose of the m eetings to  prom ote the 
elaboration  of a Codex A lim entarius E uropaeus.

T he sym posium  in M adrid w as divided in to  six parts. In  the first 
part, bacterial processes w ere discussed. P ro fessor A. B arre t of 
V ersailles, F rance, reported  on the bacteriological ferm entation  of 
som e vegetab le substances w ith  regard  to  th e  p reparation  of foods, 
th e ir  nu tritive  value and the possibility  of p reserv ing  them . P rofessor
E. B rochu of O ka-L a T rappe, Canada, spoke on ferm ented m ilks from  
the po in t of view  of th e ir  v itam ins as w ell as th e ir  hygienic and n u tri
tive value. Dr. B. P. E ddy of Cam bridge, E ng land , reported  on the 
rela tionsh ip  betw een n itrite  and bacteria  in the m anufacture of bacon. 
V itam in -p roducing  bacteria  w ere discussed by  P ro fesso r Santa  M aria 
of M adrid. M rs. M arta  Blinc of Y ugoslavia talked about acid-form ing 
bacteria  in the ferm entation  of bread and th e ir influence on its  quality . 
P ro fesso r C. A ntonian i of M ilan, Ita ly , discussed acetobacter aceti 
as a valuable source of enzym es, and D r. H. J. Rehm  of M unich, 
G erm any, lectured on the transfo rm ation  of sorbic acid in foods.

T he second p a rt of the sym posium  dealt w ith  processes sta rted  
by fungi. A fter an in trodu cto ry  report by  P rofessor J. Jacq u e t of 
Caen, F rance, on the m atu rin g  of cheese and o ther m ilk products,
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P ro fesso r G. M ackinney of Berkeley, California, am ong others, spoke 
on the  syn thesis of caretenoids by fungi. In  addition , the form ation 
and  presence of antib io tics in foods w ere discussed.

T he th ird  p a rt of the  sym posium  dealt w ith  the  im portance of 
yeasts. P ro fesso r J. M. X an dri T aguena of M adrid gave a repo rt on 
the  p a rt played by yeasts in the  developm ent of the  arom a and bouquet 
in alcoholic beverages, and P rofessor J. B araud  talked on the form a
tion  of h igher alcohols and fa tty  acids in alcoholic ferm entation . A 
lecture by P ro fesso r W . G rab of Giessen, G erm any, covered the tox i
cology of som e products of alcoholic ferm entation , and a lecture by 
P rofessor F ab rian i of Rome, Ita ly , discussed yeasts in bakeries.

As a fourth  p a rt of the sym posium , questions w ere discussed per
ta in in g  to  processes s ta rted  by enzym es. In  th is connection it m ay be 
m entioned th a t P ro fessor G. M ocquot of Jouyen-Josas, F rance, spoke 
on the  coagulation of m ilk by rennet, P ro fessor J. H ollo of B udapest, 
H u ng ary , reported  on the correlation betw een the  enzym atic decom 
positions and the  staleness of starch  in bread, and P rofessor R. G rau 
of K ulm bach, G erm any, discussed the biochem ical processes du ring  
the m atu rin g  of m eat. P ro fessor A. Coded y M ur of Saragossa, Spain, 
reported  on the enzym atic  transfo rm ation  of fats, particu larly  in m ilk 
products. P ro fessor M. F lanzy of N arbonne, F rance, discussed the 
biological, toxicological and analytical aspects of m ethyl alcohol in 
w ines and clarified fru it juices, and P rofessor A. B ertuzzi of M ilan, 
Ita ly , spoke on how  to  reduce the m ethyl alcohol con ten t in alcoholic 
beverages. M r. W . Spoon of Bussum , H olland, ta lked  on enzym es 
and th e ir  ac tiv ity  in developing flavour and colour of tea, cocoa and 
coffee, and P ro fesso r G. M ackinney discussed the enzym atic changes 
in chlorophyll as a resu lt of processing.

In the fifth p a rt of the  sym posium , various questions regard ing  
hydro lysates and au to lysates from  fish w ere discussed. R apporteu r 
w as P ro fesso r B ram sted t of H am burg , G erm any. P ro fesso r T etuo  
T om yam a of F ukuoka, Japan , also took p a r t in th is  discussion.

L astly , there  w ere th ree  lectures of m ore general content. Dr. 
A tsush i W atanab e  of Jap an  gave an account of the first edition of the 
Japanese stan dards of food additives, published on M arch 15, 1960. 
Dr. H . G. L u th e r of N ew  Y ork gave a repo rt on problem s con
nected w ith  residues of antib io tics in feeds, anc  A. V aldecantos 
Jem inez, R. Pozo Fernandez and M. E stad a  G irau ta— all of M adrid— 
reported  on the  use of antib io tics and th ickening  agen ts in the p rep ara 
tion and preservation  of fowl by freezing. [The End]
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