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T he edito rial policy of th is J ournal  is 
to record the progress of the law  in the 
field of food, drugs and cosm etics, and to 
provide a constructive discussion of it, 
according to  the h ighest professional 
standards. T he  F ood D rug C osm etic  L aw 
J ournal  is the only forum  for cu rren t dis
cussion of such law  and it renders an im 
p o rtan t public service, for it is an invaluable 
means (1) to create a better knowledge and 
un derstand ing  of food, d rug  and cosm etic 
law, (2) to prom ote its due operation and 
developm ent and th us (3) to effectuate its 
g rea t rem edial purposes. In  sh o rt: While 
this law receives normal legal, administrative 
and judicial consideration , there rem ains 
a basic need for its appropria te  study as 
a fundamental law of the lan d ; the J ournal  
is designed to satisfy  th a t need. The 
editorial policy also is to  allow frank dis
cussion of food-drug-cosmetic issues. The 
views sta ted  are those of the con tribu to rs 
and not necessarily  those of the pub
lishers. On th is basis, con tribu tions and 
com m ents are invited.
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REPORTS
TO T H E  R E A D E R

A bout T h is  Issue .— T he concluding 
papers of the  1961 Jo in t N ational C on
ference of the Food and D rug  A dm inis
tra tio n  and T he Food L aw  Institu te , 
Inc., are published in this issue of the 
J ournal.

In  the article on the Federal H a za rd 
ous Substances Labeling Act, the author 
J o h n  A .  Z a p p , J r ., s u g g e s t s  th a t if in 
du stry  and governm ent w ould w ork 
toge ther as associates ra th e r than  as 
adversaries, both would benefit. H e re
views the legislative h isto ry  of this new 
act and points out th a t industry  played 
an active role before this particu lar 
labeling act was passed. H e  feels that 
now  the active role of industry  has been 
changed to  one of being regulated  rather 
than  one of w ork ing w ith  the govern
m ent. M r. Zapp, D irector, H askell L ab 
o ra to ry  for Toxico logy and Industria l 
M edicine, E. I. du P on t de N em ours 
and Com pany, explains his ideas on this 
topic and offers suggestions to  im prove 
the situation . T h is  in teresting  and in
form ative article appears on page 104.

T h e A ssistan t D irec to r fo r R adio
logical Physics, D ivision of B iology and 
M edicine of the A tom ic E nergy  C om 
m ission, .9. A lla n  L o u g h , offers an article 
on a subject which has provoked w ide
spread com m ent in the  past few m onths. 
T h e possible effects of radioactive fall
out on our food supply concerns each 
and every hum an being. M r. L ough ex
plains the situation w hich has arisen as 
a result of the explosion of nuclear

weapons. Of the m any problem s p ro 
duced, the fallout of s tro n tium  90 and 
cesium 137 are of chief d ietary  concern. 
H e  concludes by saying: “O u r concern 
about fission product deposition is ju s ti
fied, how ever, fo r it has led us to  study 
the problem  thoroughly  and has p e r
m itted  us to  understand  ra th e r well the 
ex ten t of the influence which this new 
com ponent in our environm ent m ight 
exert under the m ore severe conditions 
w hich would be associated w ith  a large- 
scale release of these radioactive m a te
rials.” T his article appears on page 116.

T he last of the papers presen ted  at 
the F D A -F L I  conference was th a t of 
E d ith  H .  S h e rra rd , staff associate, Social 
and Economic Issues, American Asso
ciation of U n iversity  W om en. H e r a r ti
cle, w hich begins on page 122 explains 
th a t o rgan ization’s p rogram  to  educate 
consum ers in the food and d rug  field. 
In  discussing this program , she says 
th a t “we do not relieve industry  of re 
sponsibility for achieving a  large pa rt 
of the new threshold  of understanding . 
W e do not diminish the role of govern
m ent. W e only say th a t in addition  to 
everything else, the consum er herself 
has to  find out about the changes going 
on in her buying w orld—n o t as an ex
pe rt bu t as one w ho lives in th a t w orld  
—and tha t is the orien ta tion  fo r our 
consum er p rog ram .” She asks the aid 
of both industry  and governm ent in ca r
ry ing  out her o rgan ization’s planned 
projects.
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T he A ssociate E d ito r for E urope of 
the F ood, Drug, Cosmetic L aw J ournal, 
D r. E r n s t  A b r a m s o n , reports  on the 
1961 F A O -W H O  Food S tan dard  C on
ference which was held in Rom e on 
N ovem ber 23. T his report is significant 
because it m arks the com bined efforts 
of the F ood and A gricu ltu re O rgan iza
tion and the W orld  H ealth  O rg an iza
tion to  establish an In terna tional Food 
Code w hich will supersede the European 
Food  Code. I t  aim s “at sim plifying and 
in teg ra ting  food standards w ork  now 
carried  on by m any in ternational o rgan
izations and at provid ing an effective 
m echanism  for obtaining governm ent 
acceptances of these s tand ard s.” Dr. 
Abramson’s report is found on page 131.

T he seventeenth annual m eeting of 
the New Y o rk  S tate B ar A ssociation 
Section on Food, D rug  and Cosm etic 
Law was held on Jan u ary  24 in New 
Y ork City. A sum m ary of the proceed
ings by C ha irm an  F ra n k lin  M . D cp ew  is 
found elsew here in this J ournal. W e 
are pleased to  present tw o of the papers 
th a t w ere delivered at this m eeting.

T he D eputy  Com m issioner of the 
Food and D rug  A dm inistration , Jo h n  L . 
H a r v e y , points out the recent develop
m ents in the food additive and hazard 
ous substances fields. H e  notes “tha t 
the problem  of evaluating food additives 
and ge tting  out the necessary regula
tions was grossly underestim ated both  
by industry  and the Food and D rug  
A dm inistration , and th is  is especially 
true in the area of the so-called indirect 
additives. W e have had problem s in this 
area and so has industry. I should pay 
trib u te  to the patience and u nd erstand 
ing of the m any industry  groups and 
individuals who have been involved in 
this w ork .” In  his opinion, the Food 
A dditives A m endm ent “is a, splendid 
law. I t is w orking, and we w ant to  make 
it w ork better, so tha t the A m erican 
consum er m ay continue to have ju s ti
fiable confidence in the safety and in
teg rity  of our food supply.” In  regard  
to  the Federal H azardous Substances 
L abeling Act, M r. H arvey  clarifies the 
areas of coverage. H e  feels tha t this act 
is a big step tow ard rapidly  reducing

injury  and illness caused by accidental 
exposure to household aids. T his article 
s tarts  on page 135.

A. J e r r y  C ohen, Counsel for the  Senate 
Judiciary  C om m ittee’s A n titru s t and 
M onopoly Subcom m ittee on Packag ing  
and L abeling of Food and O th e r C on
sum er P roducts, explains the problem  
of ge tting  essential inform ation to the 
consum er and the m anner in w hich the 
hearings are being conducted. In  his 
article, which begins on page 143, he 
states tha t the com m ittee does no t in
tend “to  the stam peded in to  hasty  or 
ill-conceived legislation. O n the o ther 
hand, we are n o t p repared  to  accept 
sta tus quo.” In  concluding, M r. Cohen 
declares th a t “we hope to  do a  leg isla
tive job th a t will benefit all and shackle 
none; tha t will be definitive yet flexible; 
th a t will simplify, ra th e r than  m ake 
m ore com plex.”

In  a talk before a d is tric t m eeting  of 
the A m erican A ssociation of Colleges 
of P harm acy  and N ational A ssociation 
of B oards of P harm acy, M . R . S te p h e n s  
outlines the course of action for the 
pharm acist and the regula tory  official 
to follow in their efforts to  ensure the 
in teg rity  of the national d rug  supply/. 
T o d ay  the cost of drugs represen ts 20 
per cent of the total cost for m edical 
care in the U nited  States. T h e  au thor 
m aintains tha t it is the p h a rm acis t’s 
responsibility  to  see to  it th a t the  drugs 
as m anufactured  and delivered to  him 
are honestly  and inform atively labeled 
and of unquestioned com position. T he 
drug  m ust also be safeguarded until it 
reaches the u ser’s hands. Mr. Stephens, 
w ho is director of the B ureau of E n 
forcem ent in the Food and D ru g  A d
m inistration , is concerned about the 
counterfeit drug  racket and the illegal 
use of physician’s samples. H e believes 
tha t be tter regula tory  tools and an 
aw areness by the courts of the serious 
health  hazard  involved in  these illegal 
actions are essential if the  in teg rity  of 
our na tion ’s d rug  supply js to be as
sured. T his paper is p resen ted  on 
page 148.

C ha rles  G. D u rb in , V e terinary  Medical 
D irec to r of the D ivision of V eterinary
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M edicine in the Food and D rug  A dm in
istration , discusses the problem s th a t 
face the feed industry , the farm er and 
the F D A  under the Federal Food, D rug  
and Cosm etic Act. In  regard  to  the act, 
he observes th a t it is a p rotective law  
w hich forbids in te rs ta te  com m erce in 
m isbranded or adu ltera ted  foods, drugs, 
devices and cosm etics. Anim al feeds are 
subject to  these sam e provisions, as Mr. 
D urb in explains in his article which 
s ta rts  on page 155. H e concludes that 
those in terested  in livestock production  
“m ust p rim arily  be concerned w ith  the 
question of w h ether the food for m an 
obtained from  trea ted  anim als can pos
sibly have any ad verse effect on the 
hum an consum er. If there are any ques
tions of safety to  be resolved, they  m ust 
alw ays be resolved in favor of public 
health  pro tec tion .”

G eo rg e P . L a r r ic k , the Com m issioner 
of Food and D rugs of the D epartm en t 
of H ealth , E ducation  and W elfare, ex
plains the operations of the F D A  in a 
paper which he presen ted  before the 
American Petroleum  Institute. H e  points 
out the various aspects of the new haz
ardous substances labeling act, and its 
application to  the petro leum  industry . 
In  his paper, Mr. L arrick  invites sug
gestions for im provem ent in the regu la
tion and adm inistra tion  of the statute. 
I t  appears on page 164.

T he chief chem ist in the Division of 
N ew  D rugs of the B ureau of M edicine, 
Food and D rug  A dm inistration , E a r l L . 
M e y e r s , explains the w orkings of his 
group to  the  A m erican A ssociation of 
B lood Banks, in an article w hich ap 
pears on page 169. T he “full disclosure” 
requirem ent has a double purpose, ac
cording to the au thor. T he first purpose 
is to m ake full inform ation read ily  avail
able for the m axim um  safety and effi
cacy in the use of p rescrip tion  products 
to  the m edical profession and the second 
is to  “elim inate the use of labeling for 
p rescrip tion  products th a t is m isleading 
by reason of the om ission of in form a
tion concerning the  hazards and lim ita
tions of' the product while extolling its 
v irtues.” M r. M eyers concluded by say
ing th a t his discussion “has presented

the basis for the application of the Food, 
D rug  and Cosm etic A ct to  biologicals 
and an in troduction  to  the m ajor con
cepts contained in the revisions in label
ing regulations adopted during the past 
year. In  practice, m anufactu rers of b io
logicals will w ork out the labeling p rob 
lem s related  to  the  revised regulations 
in the ir relationsh ips w ith the Public 
H ea lth  Service, Division of Biologies 
S tan dard s .”

B ar A ssociation M eeting.—The seven
teen th  annual m eeting of the Section 
on Food, D ru g  and Cosm etic Law, 
N ew  Y ork  S tate  B ar A ssociation ,.w as 
held on Jan uary  24. T he all-day m eet
ing was held in the C om m odore H otel, 
N ew  Y ork  City. T his year for the first 
tim e a section luncheon was held as 
p a rt of the m eeting. T he m em bers ap
peared pleased w ith this innovation as 
the attendance at the luncheon approxi
m ated 100. T he section w as honored to 
have as its guests at this luncheon the 
H on. J. B oyd M ullan, P residen t of the 
N ew  Y ork  S tate  B ar A ssociation and 
W illiam Roy Vallance, Secretary-General 
of the In ter-A m erican  B ar Association. 
Jerom e B. T rich ter, A ssistan t C om m is
sioner, E nvironm ental Sanitation, New 
Y ork  City D epartm en t of H ealth , -was 
prevented  from  attend ing  because of 
illness.

T he chairm an of the section, Franklin 
M. D epew  of N ew  Y ork  City, presided 
at the m eeting. T he m orn ing  session 
was opened a t 9:30 A. M. w ith  an in
trodu c to ry  statem ent by  M r. Depew. 
T w o of the talks delivered th a t m o rn 
ing are reported in this month’s J ournal. 
Follow ing an in te resting  floor d iscus
sion a t the end of the  afternoon session 
a resolution  was adopted endorsing the 
follow ing recom m endations to  the  Sec
ond Citizens A dvisory Com m ittee for 
the Food and D rug  A dm inistra tion:
(1) th a t the Food and D ru g  A dm inis
tra tio n ’s trad itional policy of adhering 
to  the career system  be m aintained,
(2) tha t the adequate funds be m ade 
available to  the agency, and (3) tha t 
the agency expand its education and 
in form ation program .
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Follow ing fu rther ex tended floor d is
cussion led by Irv in g  H . Jurow , a  sec
ond resolution was adopted  u rg ing  tha t 
the A m erican L aw  In s titu te  reconsider 
the form  of Section 402A of T en ta tive  
D raft No. 6, R estatem ent of the L aw  
Second-T orts, and requesting  th a t the 
N ew  Y o rk  S tate  B ar A ssociation urge 
the In s titu te  to  g ran t a hearing  on the 
subject to give the section an oppor
tunity to present its views and arguments.

T he business m eeting concluded w ith 
the election of officers and m em bers of 
the Section’s Executive Committee. The 
following w ere elected: F rank lin  M.
Depew, C hairm an; A. M. G ilbert, Vice 
C hairm an; Raymond D. M cM urray, Sec
re ta ry ; and F ran k  T . D ierson, Jam es 
F. H oge, W illiam  E. M acK ay and 
Hoke S. Woodruff, Executive Committee 
m em bers.

C anadian F ood  and D rag  D irecto
rate.—Any m anufacturer w ishing to sell 
a pesticide w hich m ay produce a residue 
in o r upon a food for consum ption in 
C anada is urged to  subm it data to this 
D irectorate  so tha t the residue m ay be 
evaluated in term s of consum er safety 
and a tolerance established by regu la
tion under the Food and D rugs A ct 
where necessary.

A m erican C hem ical Society Sym po
sium .—O f interest to many readers of 
this J ournal is the forthcom ing sym 
posium  of the A m erican Chem ical So
ciety on T he Role of Chem icals in 
M odern Food and F ib re  P roduction  to 
be held in W ash ington , M arch 21st and 
22nd. T he th ree half-day sessions are 
to  be devoted to  utilization, safety 
evaluation, and developm ent and reg u 
la to ry  problem s, under the respective 
chairm anship of D r. A. H . M osem an, 
D irector of the R ockefeller Foundation, 
Dr. C. G. K ing, Scientific D irec to r of 
the N utrition Foundation, and Mr. F. M. 
Depew, P residen t of the Food Law  
Institu te . A m ong the six teen em inent 
speakers on the p rogram  are rep re 
sentatives of several universities, the 
D epartm en t of A griculture, and the 
Food and D rug  A dm inistra tion  includ

ing, am ong the la tte r, Com m issioner 
George P. L arrick.

T he first session will be held the 
m orn ing  of M arch 21. A . H .  M o se m a n  
is scheduled to  be chairm an of th a t 
session. H e is director of the Rockefeller 
Foundation  and will speak on “U tility  
and N ecessity  for the U se of Chem icals 
in Food and F ibre P rodu ction .” O th er 
speakers a t th a t session will be: G. F . 
S te z v a r t of the U niversity  of California 
w ho will speak on “M aintenance and 
Expansion of the Nation’s Food Supply” ; 
A . M . B o y c e  of the University of Califor
nia w ho plans to  address the m em bers 
on the topic “Chem icals in A gricu ltu re 
and Crop Production” ; Food and D rug  
R esearch L ab o ra to ry ’s K . M o rg a re id g e  
has chosen “ Chemicals in P repara tion , 
D istribu tion  and P ackag ing  of F o o d ” 
as his topic; G eorge W . I r v in g  of the 
United States Department of Agriculture 
will speak on “Chemicals in Utilization 
of F ibres D erived from  A g ricu ltu re” ; 
and H . L . H a lle r  of the United States 
Department of Agriculture will be speak
ing on “ R esearch Needs in Connection 
w ith the U se of Chem icals for P ro d u c
tion of F ood and F ibre.”

T he second session of the sym posium  
will take place the afternoon of M arch 21. 
C. G. K in g  of the N u tritio n  Foundation  
will be chairm an and will speak on 
“Safety-E valuation  P roblem s C reated 
by Chem ical Residues and A dditives in 
Food and F ibre.” H e n r y  S m i th  of the 
Mellon Institute will delineate the “T oxi
cological Aspects Associated w ith the 
U se of Chem icals in P rodu cing  Food 
and F ibre.” T h e Food and D ru g  A d 
m in istration  will be represen ted  at this 
session by H e n r y  F isch b a ch  w ho will 
speak on “A nalytical M ethods for 
Determining Chemical Residues and Addi
tives in F ood.” W . H . S e b re ll  of Colum
bia U niversity  has chosen as his topic 
“In te rp re ta tio n  of Toxicological and 
A nalytical D a ta  in A ssessing Safety 
of Chemical Residues and A d ditives in 
Food.” The last speaker on the program  
for the afternoon session of M arch 21 
is FI. C. H o d g e  of the U n iversity  of 
R ochester w ho will discuss “R esearch
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Needs A ssociated w ith  the Safe U se 
of Chem icals in P roducing  Food and 
F ibre.”

T he m orning of M arch 22 is the tim e 
stated  for the th ird  session of this sym 
posium . F ra n k lin  M . D e p e w , presiden t 
of the Food Law  Institu te , will be the 
chairm an of the closing session. H e 
will speak on the “R egula tory  and D e
velopment Problems Attendant to Chemi
cal R esidues and A dditives in Food and 
F ib re .” “T he Scope and R esponsibility 
of In d u s try  in the D evelopm ent and 
R egulation of A gricu ltu ral Chem icals” 
is the topic chosen by G eorge R . F e r g u 
son , president of N ational A gricultural 
Chem ists A ssociation. K . E . M id fo r d  
of A tlas P ow der C om pany will speak 
on “Scope of R esponsibility  of In d u stry  
in the D evelopm ent and R egulation of 
A dditives and A djuvan ts for Food and 
F ib re”. N ext on the agenda is M . R . 
C la rk so n  of the A gricu ltu ral R esearch 
Service of U S D A  speaking on “Scope 
and R esponsibility of G overnm ent in 
D evelopm ent and R egulation of A g ri
cultural Chem icals.” A nd last is G eorge  
L a r r ic k , C om m issioner of Food and 
D rug  A dm inistration , who will address 
the m em bers of the sym posium  in the 
“ Scope and R esponsibility  of G overn
m ent in D evelopm ent and R egulation 
of Chem ical A dditives for F ood.”

I t  is also noted by the p lanning com 
m ittee th a t consideration will be given 
to the inclusion of ou tstanding  con
tributed papers that logically come under 
the scope of the subject of the sym po
sium. T hese will be placed at the end 
of each session or collected for an ex tra  
session on the afternoon of M arch 22.

A O A C  H arv ey  W . W iley  A w ard.—
T he six th  A O A C  H arv ey  W . W iley 
A w ard, sponsored by the A ssociation 
of Official A gricultural Chem ists, has 
been opened for nom inations. In  his 
announcement, Dr. Kenneth L. Mil stead, 
presiden t of the association, noted tha t 
the $500 aw ard  was established to 
recognize ou tstan d ing  achievem ent in 
analytical m ethodology and is given 
annually  to  a  scientist or scientific team  
w ho has m ade ou tstan ding  contribu
tions to  the  developm ent of analytical 
m ethods in the fields w hich are of in 
te res t to  the association. T hese areas, 
food, drugs, cosm etics, feeds, fertilizers, 
pesticides, and general analytical chem 
istry, are  covered in the au thorita tive 
A O A C  publication, “ Official M ethods 
of A nalysis,” the principal labora tory  
m anual used by regu la to ry  scientists 
and researchers in agricu ltu ral sciences 
th rou g hou t the world. N om inees need 
not be m em bers of the association.

N om inations m ust be subm itted  to 
the association by A pril 1, 1962. Com 
plete inform ation about the m aterial 
required  for suppo rt of a nom ination 
m ay be obtained from  the secretary , 
Dr. W illiam  Horwitz, Box 540, Benjamin 
F rank lin  Station, W ash ing ton  4, D. C.

Previous aw ards have been given to 
em inent researchers in pesticide residue 
analysis, d rug  m ethodology, fertilizer 
chem istry , paper chrom atographic tech 
niques and analytical chem istry  of food 
contam inants. T h e 1961 aw ard was 
given to  P au l A. C lifford of the Food 
and D rug  A d m inistra tion  in recognition 
of his notable contribution to the progress 
of analytical m ethodology for chem ical 
food contam inants.
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Food Drug Cosmetic Law
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The Federal Hazardous 
Substances Labeling Act

By JOHN A. ZAPP, JR.
Mr. Zapp Presented This Address on November 27 at the 1961 Joint N a
tional Conference of Food and Drug Administration and the Food Law In
stitute, Inc., at Washington, D. C. He Is Director, Haskell Laboratory for 
Toxicology and Industrial Medicine, E. I. du Pont de Nemours and Company.

T T  T O O K  S O M E  E IG H T  Y E A R S  of C ongressional hearings before 
a Food A dditives A m endm ent reasonab ly  acceptable to  govern

m ent, in du stry  and consum er in terests  could be enacted. By con trast, 
the  passage of the  F ederal H azardous S ubstances L abeling  A ct w as 
rapid  and painless. H earin gs on the proposed bill w ere held by a 
subcom m ittee of the Senate C om m ittee on In te rs ta te  and Foreign  
Com m erce on A u g u st 13, 1959 1 and by  the Subcom m ittee on H ea lth  
and  Safety of the  H ouse C om m ittee on In te rs ta te  and F oreign  Com 
m erce on M arch 14, I960.2 By Ju ly  12, 1960, the act had been signed 
by the  P residen t.

I t  w as no ted  in the  Senate C om m ittee R eport on M arch 10, I960,3 
t h a t :

T he standard s established in this bill for determ ining w hether a substance 
is o r is not a hazardous substance are those w hich are generally  recognized at 
com m on law  in civil liability cases relating  to the sellers duty  to w arn  users of 
the hazards of his products. T hus, substances to  be regula ted  are carefully  
defined in the bill. T hese definitions are  the resu lt of m eetings betw een ind u stry  * 13

1 H e a r in g s  B e fo r e  S u b c o m m itte e  on I n -  3 H e a r in g s  B e fo r e  a S u b c o m m itte e  on  
te r s ta te  and  F o re ig n  C o m m erce  S. 1283, In te r s ta te  and F o re ig n  C o m m e rc e , H . R. 
U. S. Senate, 86th Cong., 1st Sess., Aug. 5260, 86th Cong., 2d Sess., M ar. 14, 1960.
13, 1959. 3 S e n a te  C o m m itte e  R e p o r t  1158, 86th

Cong., 2d Sess., M ar. 10, 1960.
FOOD DRUG COSMETIC L A W  JOURNAL--FEBRUARY, 1962PAGE 104



groups, the Com m ittee on T oxico logy of the A m erican M edical Association, 
representatives of the  D epartm en t of H ealth  E ducation  and W elfare and State 
public health  officials w ho have recognized the need for and supported  legisla
tion on this subject at the S tate  level. . . .

T he testim ony of the  w itnesses a t the hearing on A ugust 13, 1959, and 
le tte rs  and statem en ts  filed by various in te rested  persons and groups, show  a 
rem arkable unanim ity  of suppo rt fo r the  principle of th is legislation. T here  
appears to  be no objection to  this legislation. . . .

T he H ouse C om m ittee R eport of Jun e  10, 1960 4 no ted :
All w itnesses w ho appeared before the subcom m ittee favored this legislation 

in princip le and m ost of them  recom m ended the adoption of the  Senate- 
approved bill.

I t  is app aren t from  th is record th a t the  F ederal H azardous Sub
stances L abeling  A ct w as a rem arkab ly  noncontroversial piece of 
legislation. In  no sense w ere in d u stry  and governm ent adversaries 
w ith  respect to  e ither the  desirab ility  of the act o r im p o rtan t specific 
fea tu res of it. T he sam e cannot be said for the  R egulations im ple
m en ting  the  act.

I shall not presum e to  burden  th is audience w ith  a system atic  
analysis of the com m ents w hich have been m ade on the  proposed 
R egulations issued A pril 29, 1961 5 o r the  final R egulations issued 
A ugust 12, 1961.° W ritte n  com m ents w ere subm itted  by m any indi
viduals, com panies and  organizations, and are on file w ith  the H earin g  
Clerk, D ep artm en t of H ea lth , E ducation  and W elfare. A m ong these 
are the official com m ents of m y em ployer, th e  D u P o n t Com pany. A 
public m eeting  on th e  proposed regu la tions w as held in W ash in g to n  
on Ju ly  13 and 14. T w o exp ert adv isory  panels, one com posed of 
derm ato log ists  and the  o ther of physicians, pharm aco log ists and clini
cal toxicologists, on neither of w hich w ere th ere  any represen ta tives 
from  industry , w ere convoked by  th e  C om m issioner of Food and 
D rugs. T h e ir  findings w ere filed w ith  th e  H ea rin g  Clerk, D ep artm en t 
of H ea lth  E ducation  and W elfare , on A u gu st 3, 1961. M any additional 
com m ents and briefs have been subm itted  subsequent to  the  prom ulga
tion  of th e  final regu la tions on A u gu st 12, 1961.

So m uch has been said and by  so m any persons in th is  room , th a t 
I hesita te  to  add an y th in g  m ore. I am  n o t a law yer bu t I am to  talk  
about a law. I am not here as the  represen ta tive  of m y com pany’s 
view s o r those  of any  o ther com pany, o rgan ization  or com m ittee. B u t

* H . R e p t. Ig61, 86th Cong., 2d Sess., °21 C. F. R. 191, H azardous Sub- 
June 14, 1960. stances, P roposed  Definitions and In-

5 21 C. F. R. 191, H azardous Sub- terpretive Regulations, F ed era l R e g is te r ,  
stances, P roposed Definitions and P ro - Aug. 12, 1961. 
cedural and In terp re tive  Regulations,
F ed era l R e g is te r , A pril 29, 1961.
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I am  in terested  in the  F ederal H azardous S ubstances L abeling  A ct as 
a citizen, as an em ployee of in d u stry  and as a toxicologist. I have been 
in terested  in the  seem ing paradox  th a t d issatisfaction  has arisen  over 
a law  w hich everybody w an ted  and  even before it has becom e fully 
effective. W h ere  such a s ituation  arises there  are alw ays reasons, and 
I have tried  to  u n derstan d  them , and I hope th a t m y a ttem p ts  m ay be 
of som e in te res t to  you.

Senate Committee Report
T he F ederal H azardous S ubstances L abeling  A ct is a s ta tu te  

w hich is bo th  specific and vague. As the  Senate C om m ittee R e p o r t7 
po in ted  o u t: “T hu s, substances to  be regu la ted  under th is bill are 
carefully  defined in the  b ill.” B u t the  report also no ted :

Provision is m ade for the S ecre tary  of H ealth , E ducation  and W elfa re  to 
adopt regulations for the efficient enforcem ent of the  Act, including the au thority  
to  declare a substance to  be a hazardous substance if the Secre tary  finds th a t 
such substance w ould m eet the definition of a hazardous substance in the bill, 
an d  if such action w ould prom ote the objectives of the legislation by avoiding 
o r resolving uncertain ties as to  its application. T he S ecre tary  w ould also be 
au thorized  to establish reasonable variations, or additional o r less strin g en t 
labeling requirem ents, if he found them  necessary  for the pro tec tion  of the 
public health  and safety.

Judge Learned Hand
O n th is point, I  am  rem inded of som e w ords of the  late Judge 

L earn ed  H and, w hen  he s a id :
In  o ther w ords, a  law  couched in general term s p r im a  f a d e  includes all 

occasions th a t the w ords cover, and therefo re presupposes a choice on each 
occasion betw een som e value tO' be atta ined  and som e sacrifice to  be accepted. 
I t  assum es th a t its advance appraisal of each value and sacrifice in th is equation 
will not vary  too  m uch from  the la tte r appraisal. T his assum ption is no t troub le
some, so far as the values and  sacrifices do not vary  in the different settings in 
w hich they  appear, bu t they  do vary  greatly , so th a t an occasion m ay arise that, 
although  it is w ith in  the w ords used, im poses a  choice betw een values and 
sacrifices a ltogether d ifferent from  any th a t the legislators w ould have m ade if 
they  could have foreseen the occasion.

T h ere  are tw o w ays of m eeting  this difficulty. A  sta tu te  m ay rigidly declare 
those specific occasions to  w hich it will apply, m aking it plain th a t it m eans 
to  cover all occasions w ith in  the lexicographic scope of the w ords and no others. 
A lthough tha t will no t indeed avoid all doubts, it will do so in p ropo rtion  as 
the language is specific, as for exam ple, w hen a coined vocabulary  is used. I t  is 
seldom , how ever, th a t the  purpose behind a  s ta tu te  is so lim ited th a t it is 
possible in advance to  im agine all the occasions w hich the leg islators w ould 
w ish to  include, if they  had th o u g h t of them .

1 R eport cited at footno te 3.
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T h e o th e r w ay is to  leave th e  pro liferation  of the purpose to  those w ho are 
to  be en trusted  w ith  effecting it; the “in te rp re te rs .” T his too has its defects. . . .

H ow ever, be the difficulties w h at they  m ay, the re  can be no doubt th a t this 
second w ay is th a t adopted in countless instances in the adm inistra tion  of 
m ature ju ra l system s. Indeed, we have carried  it so far in the  in te rp re ta tion  of 
s ta tu tes th a t a t tim es in o rder to  effect the obvious design we have actually  
d isregarded  w ord s or phrases w hose scope adm itted  of no doubt, and th a t stood 
flatly in the  path  of the  read ing adopted .8

Jud ge  H an d  w as not, of course, re fe rrin g  to  th e  Federal H azardous 
Substances L abeling  A ct, b u t th e  concepts of value to  be a tta ined  and 
sacrifice to  be accepted are there , and the  device of leaving the p ro 
liferation  of the  purpose to  those w ho are to  be en tru sted  w ith  effecting 
it ; th e  “in te rp re te rs,,” is th ere  also. A nd it is th is  p roliferation  of the 
purpose beyond the  w ords of the  s ta tu te  w hich seem s to  have caused 
the  p resen t d issatisfaction  w ith  the  R egu lations im plem enting the  act.

I t  is plain from  the  legislative h is to ry  of th e  F ederal H azardous 
S ubstances L abeling  A ct th a t in d u stry  w as a full p a r tn e r  in its enact
m ent. T he  h isto ry  of federally  enforced p recau tio nary  labeling  of 
hazardous household substances beg ins w ith  th e  F ederal Caustic 
Poisons A ct of 1927, w hich applied to  12 w ell-know n hazardous sub
stances. B y the  early  1930’s how ever, in d u stry  had voluntarily executed 
agreem ents w ith  th e  Surgeon General, U n ited  S ta tes P ublic  H ea lth  
Service covering th e  p recau tio nary  labeling  of abou t a dozen additional 
substances.

B y 1936, in d u stry  began un ila tera lly  to  p u t p recau tionary  in for
m ation on the  labels of o ther of its  p roducts and by  1944 a L abels and 
P recau tionary  In fo rm ation  C om m ittee w as form ed by the  M anufac
tu rin g  C hem ists' A ssociation. T he  first L A P I m anual “W arn in g  
L ab e ls” w as issued as a bound pam phlet in 1946, follow ing a m im eo
graphed  version in 1945 and has now  gone th ro u g h  five editions. T he 
Surgeon G eneral, U n ited  S ta tes P ub lic  H ea lth  Service recognized the  
L A P I labels as a su itable su b stitu te  for those prescribed in 
the  Surgeon G eneral’s A greem ents.

I t  w as ra th e r  generally  recognized d u rin g  th is developm ental 
period th a t p recau tio nary  in fo rm ation should  be provided for “sub
stances h igh ly  toxic to  m an.” T he  decision as to  w h e th er a substance 
w as h igh ly  toxic to  m an could often  be m ade on th e  basis of historical 
fact. B u t w ith  m any new substances w hich w ere first en te ring  com 

8 L earned  H and, T h e  B il l  o f  R ig h ts ,
H arv ard  U niversity  P ress, Cam bridge,
M ass., 1958.
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m erce th ere  w as no basis of h istorical fact, and a ju dg m en t had to  be 
m ade a priori as to  w h eth er a  substance w ould be likely to  be highly 
toxic to  m an. B y 1947, definitions of “highly toxic to  man'-' based on 
tests  perform ed on lab o ra to ry  anim als w ere shap ing up.

So far as I can determ ine th is effort began w ith  a proposal by the 
D u P o n t Com pany to  the In te rs ta te  Com m erce Com m ission in D ecem 
ber, 1946, th a t the  definitions of Class B poisons be clarified.9 Chief 
In specto r H . A. Cam pbell of the B ureau of E xplosives referred  the  
D u P o n t proposal to  the M anufactu ring  C hem ists’ A ssociation 10 and a 
subcom m ittee of th e  L A P I C om m ittee under the chairm anship  of 
D r. A. G. C ranch w as appointed  to  prepare a revised definition of 
C lass B poisons.

Federal Insecticide, Fungicide and Rodenticide Act
T he passage of the  Federal Insecticide, Fungicide and Rodenticide 

A ct in June, 1947, required  the  S ecre tary  of A g ricu ltu re  “to  determ ine 
econom ic poisons, and  quan tities of substances contained in econom ic 
poisons w hich are h igh ly  toxic to  m an.” A le tte r dated Ju ly  22, 1947, 
from  W . G. Reed, chief, Insecticide D ivision, U n ited  S ta tes D ep art
m ent of A g ricu ltu re ,11 contains th e  follow ing paragraph  :

T he subject of definition for the term  “highly toxic” will have to be taken 
up in the regulations for the enforcem ent of the new  Act. I t  is a subjec t to 
which we have given very  careful consideration, including both  consu ltation  
w ith  o th e r G overnm ental au thorities and reference to the definition as given by 
the  labeling and p recau tionary  inform ation com m ittee of the M anufacturing  
C hem ists’ Association.

T he definitions appearing in the regulations to Federal Insecticide, 
Fungicide and  R odenticide A ct of Sep tem ber 26, 1947,12 are identical 
w ith  those recom m ended by the  subcom m ittee of the L A P I Com m ittee 
for Class B poisons.

In  A pril of 1948, how ever, ano th er subcom m ittee of the  L A P I 
C om m ittee of w hich I w as a m em ber, along w ith  Dr. A. G. C ranch and 
Dr. J. H . Foulger, recom m ended som e m inor clarification of the 1947 
proposed definitions of Class B Poisons. T hese  are adopted  by the 
L A P I C om m ittee and appeared in the “W arn in g  L abels” m anual in

9 H . A. Campbell, L e tte r to  the M an
ufacturing C hem ists’ A ssociation, W ash
ington, D. C., Dec. 11, 1961.

10 L e tte r cited at footnote 9.
11 W . G. Reed, L e tte r to  C. L. Sm ith,

A gricultural Insecticide and Fungicide

A ssociation, N ew  Y ork , N. Y., Ju ly  
22, 1947.

12 7 C. F. R. 162, R e g u la tio n s  f o r  th e  
E n fo r c e m e n t o f  th e  F ed era l In se c tic id e , 
F u n g ic id e  and  R o d e n tic id e  A c t ,  Sept. 26, 
1947.
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the 1949 revision. T hey  w ere adopted  by the In te rs ta te  Com m erce 
Com m ission as definitions for Class B Poisons in 1950. T hey  are 
alm ost identical w ith  the  definitions of “h igh ly  tox ic” substances in 
the  F ederal H azardous Substances L abeling  Act.

I have cited th is h is to ry  sim ply to  dem onstra te  th a t in du stry  w as 
actively in terested  in and  engaged in p recau tionary  labeling long 
before the F ederal H azardous Substances L abeling  A ct and th a t th is 
ac tiv ity  w as no t an invo lun tary  reaction to  ex ternally  im posed legisla
tion. T hose w ho care to  read the  M odel H azardous S ubstances L abel
ing A ct prepared by the  P recau tionary  L abeling  Com m ittee of the 
Chem ical Specialties M anufac tu ring  A ssociation in O ctober, 1957,13 
will note the ex ten t to  w hich the  F ederal H azardous S ubstances 
L abeling  A ct follows the  m odel bill.

Y et, for reasons of w hich I have no know ledge, it w as apparen tly  
judged  best th a t in du stry  should not take p a rt in the form ulation  of 
the proliferation  of the  purpose of the act, to  use Judge H a n d ’s w ords, 
w hich is em bodied in the R egulations. R ather, it began to  appear th a t 
the F ederal H azardous S ubstances L abeling  A ct m ight have been 
enacted to  control a re luc tan t and reca lc itran t in du stry  against its 
w ishes. I can find no o ther reasonable explanation, for exam ple, for 
the  w ords of a Food and D rug  A d m in istra tion  official in a speech 
given F eb ru ary  9, 1961, in w hich he said :

T he B ureaus of M edicine and F ield  A dm inistra tion  have assem bled data 
w hich will enable us to determ ine w hich products presen tly  on the m arke t require 
w arn ing  labels under the Federal H azardous Substances L abeling Act. T his 
in form ation will be used in p rom u lgating  our initial regu la tory  program . H o w 
ever, we m ay say th a t the affected industry  is to a very  considerable ex tent 
aw are of the requirem ents of the A ct and we m ay hope th a t a satisfactory  degree 
of vo lun tary  com pliance will be achieved.“

Objections of Industry
T here  have been a num ber of objections raised by in du stry  to  the 

R egulations p rom ulgated  on A u gu st 12, 1961, and in the tim e rem ain
ing I  should like to  express som e personal view s on only th ree  of the 
po in ts a t issue. T hese  a re : (1) the definitions of substances which

13 M o d e l H a za rd o u s  S u b s ta n c e s  L a b e l-  14 M. L. Y akow itz, “T he Federal H ar- 
in g  A c t  for Retail Packages, Chemical ardous Substances L abeling A ct,” T alk  
Specialties M anufacturers A ssociation, at F D A  Staff Conference, Feb. 9, 1961.
Inc., Oct. 1, 1957.
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are  toxic, b u t no t h igh ly  to x ic ; (2) the  prescrip tion  of the form  w hich 
precau tionary  labeling m ust ta k e ; and (3) the  prescrip tion  of the  
m ethods by  w hich certain  tox icity  te s ts  are to  be carried  out.

T he first issue re la tes to  how  one should define substances w hich 
are toxic, b u t no t h igh ly  toxic as defined in the  act. T he  H ouse Com 
m ittee r e p o r t16 laid dow n th is  guide l in e :

I t  is the C om m ittee’s in ten t th a t anim al experim entation  da ta  may, in accord
ance w ith ap pro priate  scientific m ethods, be used as a basis for determ ining 
w hether a substance is capable of producing  in ju ry  o r illness to  man.

T his, I believe, should be re la ted  to  ano th er s ta tem en t by the 
H ouse C o m m ittee : 16

T he term  “substan tia l” in the expression “substantial personal in jury  o r sub
stan tial illness” should be read in the ligh t of the purposes of the bill. O n  the  
one hand, it is no t in tended to  im pose the im practicable and self-defeating requ ire
m ent of cautionary  labeling against w holly insignificant o r negligible illness or 
injury, such as the very  tem porary  indisposition th a t a child m igh t suffer from  
eating  a piece of the  s tandard  type of toile t soap. T he Com m ittee recognizes tha t 
virtually  every substance used in or about the  household is capable of causing 
som e degree of illness or in ju ry  if acciden tally  o r in tentionally  m isused. I f  label
ing  w ere required  to  caution against the  risk  of even the  m ost trifling indisposition, 
th e re  w ould hard ly  be any substance going in to  the household w hich w ould not 
have to  bear cautionary  labeling, so tha t consum ers w ould tend m ore and m ore 
to  d isregard  label w arnings, thus inviting indifference to  cautionary  statem ents 
on packages of substances presen ting  a real hazard  of substantial in jury  o r illness. 
O n  the o ther hand, the  term  "substan tia l” is no t intended to lim it the requirem ent 
of cautionary  labeling to  situations in w hich the  in jury  o r illness to  be guarded  
against would be severe o r serious.

T h e  in ten t of the  leg islators seem s perfectly  clear. T h ey  w anted 
cau tionary  labeling applied to  those substances w hich m igh t cause 
a  substan tia l in ju ry  or illness. T h ey  defined “su b stan tia l” as som e
th in g  g rea te r th an  “ insignificant,” “negligib le,” or “tem p orary  indis
position” and as som eth ing  less th an  “severe” or “serious.” T hey  
w ere concerned w ith  the danger of overlabeling  so th a t consum ers 
w ould tend  m ore and  m ore to  d isregard  label w arn ings, th u s  in v itin g  
indifference to  cau tionary  sta tem en ts. T hey  directed th a t anim al 
experim entation  da ta  m ay, in accordance w ith  app ropria te  scientific 
m ethods, be used as a basis for determ in ing  w hether a substance is 
capable of producing  in ju ry  or illness to  m an. I t  w as left to  th e  
“ in te rp re te rs” to  p roliferate  th is  purpose in to  a se t of specific d irec
tions in the  R egulations to  th e  act. A nd it created  a k ind of legal- 
scientific dilem m a w hich m ay becom e increasingly  fam iliar. 15

15 R eport cited a t footno te 4. 16 R eport cited a t foo tno te  4.
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L et me s ta te  a t th e  ou tse t th a t no one, to  m y know ledge, has 
any  quarrel w ith  the  legislative purpose re la ting  to  the  definition of 
toxic substances. B u t how is th is  purpose to  be tran sla ted  in to a 
rule of conduct?

Scientific Issues
L et us first consider the  scientific issues. T h ere  are undoub ted ly  

substances w hich are less toxic th an  “h igh ly  tox ic” as defined in the 
A ct, b u t w hich deserve to  bear w arn in g  labels because they  are 
hazardous substances as a m a tte r  of h istorical fa c t; for exam ple, 
kerosene. A nd th ere  is a g ray  a rea  involving substances w hose 
hazard  is largely  presum ptive, and w here th ere  is no background of 
h isto rical fact to  fall back upon for guidance. O ne can m ake an  esti
m ate  of w h e th er substances are likely to  be hazardous for m an because 
of tox ic ity  by  study ing  th e ir  tox icity  on experim ental anim als. T hen  
one can m ake a m ore or less in telligent, b u t no t infallible, ex trapo la
tion of th e  anim al resu lts  to  m an and by  coupling th is  w ith  an  estim ate 
of the  likelihood of hum an exposure to  the  substance, arrive a t an 
estim ate of the  probability  th a t substan tia l in ju ry  m igh t occur. If 
the best estim ate of hazard  w ould lead a reasonable m an to  the 
conclusion th a t sub stan tia l in ju ry  m ig h t occur if such a substance 
w ere a household substance, then  I believe th a t bo th  governm ent and 
in d u stry  w ould agree th a t cau tionary  labeling  w ould be indicated. 
T he  only question  a t issue is, therefore, one of procedure for a rriv in g  
a t the  b est estim ate of hazard.

H ere, how ever, science and the  law  supply different answ ers. 
Science is used to  g ray  areas w here know ledge is im perfect and w here 
the  best estim ates of today  m ay need to  be revised w hen  m ore 
com plete in fo rm ation becom es available. L aw yers, on the  o ther hand, 
p refer to  avoid g ray  areas. As Justice  H olm es rem arked  in 1881:

In  o ther w ords, the  s tandard s of the law  are  ex ternal standards, and how 
ever m uch it m ay  take m oral considerations in to  account, it does so  only for 
th e  purpose of d raw ing  a line betw een such bodily m otions and rests  as it p e r
m its, and such as it does not. W h a t the  law  really  forbids, and the only th ing  
it forbids, is to  ac t on the  w ron g  side of the  line, be th a t ac t b lam ew orthy  or 
otherw ise.17

A cting in accordance w ith  th is  principle, the law  w ould, if possible, 
draw  a line, and the  R egulations to  th e  F ederal H azardous Substances

17 O. W . H olm es, T h e  C o m m o n  L a w ,
Little, B row n and Co., Boston, M ass.
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L abeling  A ct have draw n a line or m ore accurate ly  tw o lines w ith  
respect to  oral and inhalation  tox ic ity  w hich estab lish  check po in ts 
of tox ic ity  for experim ental anim als. T h e  first line is draw n so as to  
include all substances whose tox icity  is equal to  or g rea te r th an  
one-ten th  th e  tox ic ity  of the  least toxic “h igh ly  toxic” substances 
as determ ined by  te s ts  on experim ental anim als. T he  second line, for 
oral and inhalation  tox ic ity  is draw n to  include all substances whose 
tox ic ity  is equal to  or g rea te r than  one one-hundredth  th e  tox icity  
of the  least toxic “h igh ly  tox ic” substances as determ ined by  tests  on 
experim ental anim als. S ubstances falling  betw een the first and second 
lines w ould have to  bear cau tionary  labeling unless in d u stry  could 
argue effectively th a t th ey  w ere not, in fact, hazardous substances 
w ith in  the  m eaning of the act.

O ne effect of the lines is to  th row  a trem endous burden of tes tin g  
on industry , the cost of w hich will u ltim ately  be borne by the  con
sum er. T hey  also open up, however, the possibility  of th a t over
labeling w hich in the  w ords of the H ouse C om m ittee w ould tend  to  
lead consum ers “m ore and m ore to  d isregard  label w arn ings, thus 
inv iting  indifference to  cau tio nary  s ta tem en ts  on packages of sub
stances p resen ting  a real hazard  of sub stan tia l in ju ry  or illness.”

T he  dilem m a here, as I see it, is th a t it is scientifically im possible 
to  draw  a line w hich will separate  the  sheep from  the goats w ith  any 
degree of precision. A nd yet th is is w h at the  regula tions have sough t 
to  do. T he  dilem m a should be resolvable b u t to  accom plish th is  
resolution will require the  best efforts and cooperation of bo th  the 
sc ien tists and the  law yers and some give and  take on the  p a rt of each. 
I t  requ ires an equation betw een values to  be a tta ined  and sacrifices 
to  be accepted.

Form of Warning Labels
T he second item  a t issue, nam ely the  prescrip tion  of th e  form  

th a t w arn ing  labels m ust take, does not, so far as I can see, involve 
any  scientific issues. G overnm ent app aren tly  feels th a t even the  best 
labeling practice of in d u stry  to  date is inadequate for the pro tection  
of the  public health  and safety, and hence m ust be changed. T hey  
suggest an a lte rn a tiv e  form  of as y e t un tried  effectiveness. A nd 
th ere  is no body of e ither historical or scientific fact th a t w ould lead 
to an objective reso lu tion  of the issue. I t is a fact, however, th a t the  
m andato ry  relabeling  of substances already  packaged w ould  cost 
industry, and u ltim ately  consum ers, m illions of do llars and m any m an
hours of w ork w hich w ould o therw ise be devoted to  o ther th ings.
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W hile  the  m ain issue is w h eth er a new form  of labeling is good 
and the  old form s bad, the  im m ediate subsid iary  issue m ay be th i s : 
D oes the  p ro tection  of the  public health  and  safe ty  require th a t a 
change in v irtua lly  all ex isting  w arn ing  labels be m ade by F eb ruary  
1, 1962? If the  answ er is affirm ative, w h at is the equation betw een 
the  values to  be a tta ined  and  the  sacrifices to  be accepted?

F inally  there  is the issue of the  prescrip tion  of the te s t m ethods 
for evaluating  the  tox icity  of substances th ro ug h  anim al experim en
ta tion  data  in accordance w ith  app ropria te  scientific m ethods. T his 
issue, like the first, involves a legal-scientific dilem m a.

If one is to  m ake a decision on the  basis of evidence derived from  
experim entation  on anim als, how  is th a t evidence to  be ob tained? 
W h a t are app ropria te  scientific m ethods? T he  sim plest w ay to  provide 
legal evidence th a t a substance is or is no t a hazardous substance 
would be to set up a technical rule saying, in effect: “Do the test this 
w ay and come up w ith  a num ber. T he  num ber obtained will be less 
than , or equal to, or g rea te r th an  a given num ber, A. If  it is equal 
to  or g rea te r  th an  A, the  substance m ust bear cau tionary  labeling .’’

Such a technical rule has the  v irtue  of sim plicity, and the  R egu
lations have adopted  th is  approach for determ in ing  skin absorp tion  
toxicity , skin irrita tio n  and eye irrita tion . No rule is given, how ever, 
for determ in ing  oral or inhalation  coxicity or skin sensitization  po ten 
tial a lthough  one m ig h t presum e th a t  ru les covering these will be 
added a t som e tim e in the  future. W h a t is the scientific issue?

I th in k  it  is fair to  s ta te  quite sim ply th a t there  is no agreem ent 
am ong scien tists th a t there  is any one “app ro p ria te” scientific m ethod 
of ob ta in ing  anim al experim entation  data. T h is does no t im ply th a t 
sc ien tists are hopelessly at odds over questions of w h at is sound and 
unsound procedure, bu t ra th e r th a t the  m any questions aris in g  ou t of 
the  use of experim ental anim als for estim ating  human responses are 
no t ye t fully resolved. A nim als tested  w ith  a given substance in one 
labora to ry  som etim es will respond som ew hat differently  from  those 
tested  in ano th er lab o ra to ry  for reasons involving biological v aria
tions of one so rt or ano ther. T h e  cause of the  difference m ay be d e te r
m inable, for exam ple, differences in strain , or in the d iet of the  anim als, 
b u t it is no t so- easy to  say w hich of the  different responses is the 
“correc t” pne. A nd even if m ethods of anim al experim entation  could 
be standard ized  to  th e  po in t w here everybody go t the  sam e resu lts, 
the question arises as to  w h eth er these resu lts  w ould m ost correctly  
estim ate hum an responses.
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T his audience will recall, I am  sure, the  pleas m ade at the  m eeting  
of th is  group  follow ing passage of the  Food A dditives A m endm ent 
th a t m ethods for te s tin g  the  safe ty  of food additives should no t be 
frozen. A nd th ey  w ere not. T he  R egulations to  the  Food A dditives 
A m endm ent of 1958 say (121.6(a)) th a t the C om m issioner will “be 
guided by  the  principles and procedures for estab lish ing  the  safe ty  of 
food additives s ta ted  in cu rren t publications of the  N ational A cadem y 
of Sciences— N ational R esearch Council” b u t add : “A petition  will 
no t be denied, how ever, by  reason of the  pe tition er’s hav ing  followed 
procedures o ther th an  those outlined in the  publications of the  N a
tional A cadem y of Sciences— N ational R esearch Council if, from  
available evidence, the  Com m issioner finds th a t the  procedures used 
give resu lts  as reliable as, or m ore reliable than , those reasonab ly  to  
be expected from  the use of the ou tlined procedure” .18

T his kind of open-endedness is, in m y opinion, scientifically sound 
and I had hoped to  see som e such w ord ing  in the  R egulations to  the  
F ederal H azardous Substances L abeling  A ct. P erhaps its  absence 
reflects a legal so rt of dissatisfaction  w ith  a definition w hich is no t 
a good technical rule. I can im agine a law yer saying, “If  I take you to  
court I w an t to  be able to  base m y case on the  resu lts  of a particu la r 
official test, and I don’t w an t to  have to  argue the m erits of your te s t.” 
M y answ er is th a t the  science of toxicology is no t ready a t th is  tim e 
to  be confined by  such a technical rule, and th a t it is a disservice to  try  
to  so confine it.

I w ould no t a ttem p t to  dissuade the  scien tists of the Food and 
D rug  A dm inistra tion  from  using  the  m ethods th ey  are accustom ed to  
use. B u t I do no t feel th a t m y labora to ry  could m ake any  b e tte r  
estim ates if we blindly copied the  Food and D ru g  A dm in istra tion  
m ethods th an  we m ake w ith  our p resen t m ethods. A nd I believe th a t 
m y colleagues in o ther laborato ries feel the sam e about th e ir m ethods. 
Y et we are all seeking the  tru th  by  w h at w e believe to  be the  best 
available techniques. O ut of the d iversity  of our m ethods th ere  m ay 
come real progress tow ard  the  a tta in m en t of our com m on goal, b e tte r  
estim ates of hum an responses w ith ou t using  hum an subjects.

T his th ird  issue, the prescrip tion  of te s t m ethods, involves as I 
have said, a legal-scientific dilem m a. B u t above all, like the  o th e r 
two, it also involves the equation of value to be attained and sacrifice 
to  be accepted.

18 21 C. F . R. 121, Subpart A— Defini- R egulations, F ed era l R e g is te r , M ar. 28,
tions and P rocedural and In terp re tive  1959.
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In  the solution of th is question, it is m y belief th a t governm ent 
w ould benefit from  the  best th in k in g  of industry . I reg re t therefore, 
th a t in du stry  has apparen tly  been relegated  from  the role of the co- 
opera to r to  the  role of the  regulated . If in d u stry  and governm ent 
could a ttack  th e ir  m utual problem s and dilem m as as associates, as 
th ey  have in the  past w ith  sim ilar legislation, ra th e r  th an  as adver
saries, it is m y belief th a t bo th  will benefit and  th a t an  optim um  
balance can be reached betw een those values th a t should be a tta ined  
and those sacrifices th a t m ust be accepted by bo th  governm ent and 
in d u s try  in the  proliferation  of the purposes of the  F ederal H azardous 
S ubstances L abeling  A ct. [The End]

COUNTERFEIT COSMETICS SEIZED
U nited  S tates m arshals have seized over 4,800 bo ttles of ha ir d ress

ing in the first of five actions against a  cosm etic counterfeiting  operation.
T h e Food  and D rug  A dm inistra tion  said the m an behind the operation 
is now  aw aiting  sentencing for counterfeiting  U nited  S tates currency.

T he seizure was m ade F eb ru ary  8, in second floor room s over a 
C linton, M aryland au to  repair shop, F D A  said. T he agency also said 
approxim ately  9,000 bottles of hair dressing bearing  counterfeit labels 
are being held by four dealers in N ew  Y ork  and New Jersey  pending 
federal seizure.

T he p roduct—a counterfeit of V italis produced by the B risto l M yers 
C om pany of N ew  Y ork City— was m ade for F rancis A nthony  A gresti of 
Silver Springs, M aryland, w ho recently  pleaded guilty  to a currency 
counterfeiting  charge in Federal D istric t C ourt at Baltim ore.

T he 4,800 barber-shop sized bottles, w hich w ere trucked to  Clinton 
from  a cosm etic m anufactu re r in Philadelphia, had been labeled as 
“ B uno H a ir D ressing .” M ost of these labels had been rem oved from  
the bottles and the rem ainder w ere being soaked off by an employee.

F D A  said analysis show ed the counterfeit p roduct contains coal tar 
colors not p resen t in the  genuine product. D ifferences w ere found in the 
containers and labels also.

Seizure papers charged tha t the product seized a t C linton, as well 
as the o ther 9,000 bottles, was shipped by Em il L abora tories in P h ila 
delphia to  A gresti, doing business as R obin Sales Com pany, in New 
Y ork  City. A g resti had m ade arrangem en ts  w ith  several m anufacturers 
for p roduction  of bottles, bo ttle  caps, shipping cartons and fake labels. 
N one of these labels w ere found w ith the product at Clinton.

F D A  said the  counterfeit p roduct has been sold to  w holesalers and 
barber supply com panies as d istress m erchandise a t cu t-rate  prices. 
C ourt papers charge it is m isbranded under the F ed eral Food, D rug  and 
C osm etic Act.

F D A  C om m issioner G eorge P. L arrick  com m ented: “As in cases of 
drug  counterfeiting , the  counterfeiting  of cosm etics can lead to  health 
dangers as well as econom ic fraud. Serious risks are  p resen t when 
products are no t produced under norm al conditions and safeguards. 
Im pure, un tested  or otherw ise abnorm al ingred ients m ay be used. W e 
do not intend to  allow th is type of violation to spread.”
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Fallout and Our Food Supply
By S. ALLAN LOUGH

Mr. Lough Is Assistant Director for Radiological Physics, Division of Biology 
and Medicine, Atomic Energy Commission. This Paper W as Delivered at 
the 1961 Joint National Conference of Food and Drug Administration 
and the Food Law Institute, Inc. on November 28, at Washington, D. C.

SIN C E  T H E  F IR S T  N U C L E A R  W E A P O N S  w ere exploded about 
16 years ago w e have had an oppo rtun ity  to s tu d y  the w ays in 
w hich the fission p roduct debris is d istribu ted  in th e  atm osphere, on 

the  e a r th ’s surface and in our food supply. F o rtu n a te ly , it has been 
possible to take advantage of th is  oppo rtun ity  du ring  the years, and, 
w hile there rem ain m any unansw ered  questions, the in form ation avail
able a t p resen t provides enough know ledge to  assure us of a ra th e r 
reliable concept of the situation . T he p ic tu re  we have refers only to  
the  behavior of fission product debris resu ltin g  from  te s tin g  of 
w eapons, b u t qu alita tively  the  conditions should no t be grossly  dif
feren t in the  even t of a  nuclear war.

If a nuclear w eapon is exploded a t or near the  surface of the 
earth , the  radioactive products are in troduced  in to  the  troposphere  in 
every case, and also in to  the s tra to sp here  if the w eapon is of large 
yield. I t  w ould appear th a t in the use of such w eapons the fission 
products, p resen t in e ither the troposphere  or stra to sphere , will settle 
sooner or la te r to  the ea r th ’s surface. T he  ra te  of deposition depends 
upon num erous conditions. A  surface b u rs t will produce large p a r
ticles of soil to  w hich fission products w ill be a ttached  and these  will 
se ttle  rapidly. R ainfall sweeps the debris from  the  troposphere. T he 
m eteorological relationsh ips betw een the  s tra to sp here  and the  tropo
sphere determ ine the  ra te  of m ovem ent from  h igher to  low er layers 
of the  atm osphere.

M ost of the  fission products exhibit a sho rt half-life, hence dis
appear rapid ly  because of radioactive decay. T hese  radio isotopes of
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sho rt half-life are of concern p rim arily  in the  area im m ediately su r
round ing  the  explosion center and  in the  early  period a fte r burst.

D eposited m ateria ls  em it be ta  particles and gam m a rays and 
deliver an external rad ia tion  dose. B u t con tam inated  foods, w hen 
ingested , deliver an in terna l rad ia tion  dose. H ow  do fission products 
reach ou r food?

D u rin g  periods of active fa llou t these radioactive m ateria ls are 
deposited on the  leaves of p lan ts and on the  ground. F rom  each loca
tion  they  can be absorbed by p lants, th a t is, by foliar absorp tion  and 
by  roo t up take. B oth  m odes of en try  in to  p lan ts are im portan t, bu t 
n o t equally  so for all fission products. Cesium  137 is ra th e r  firm ly 
fixed by the  soil and hence is no t taken  up readily  th ro ug h  th e  roots. 
Cesium  w ould appear in or on p lan t tissues in significant quantities, 
therefore, only du ring  periods of active fallout. A new crop grow n 
a fte r deposition is all b u t com plete w ould be relatively  free of cesium  
137. S tron tium  90, in con trast, is no t fixed so firm ly by the  soil and, 
hence, is m ore readily  absorbed th ro u g h  the  roots. As a consequence 
it w ill appear in p lan ts no t only d u ring  periods of active fallout, bu t 
also to  a very  real ex ten t over extended periods of tim e. F ission 
products can be ingested  by anim als and hum ans w h eth er the  con
tam in a tin g  substances are in, or only on, p lan t tissue. A nd hum ans 
can in gest those w hich are m etabolized by ea ting  anim al p roducts 
such as m eat or milk. Of those w hich exhibit a sho rt half-life, 
iodine 131 (half-life, e igh t days) is of principal concern since it en ters 
m ilk readily. D iversion of con tam inated  m ilk, or sto rage of dehy
d ra ted  m ilk to  allow the iodine to  decay, w ould be tw o m ethods of 
hand ling  th is  situation .

T he  tw o long-lived fission products of chief d ie tary  concern are 
cesium 137 and strontium  90, both of which exhibit a half-life of 28 years.

Such cesium  137 as m ay be in or on p lan ts is readily  absorbed 
from  th e  g u t and is d istribu ted  m ain ly  to  the  blood and soft tissues of 
the  anim al. M eat and m ilk, therefore, as well as p lants, are the chief 
sources of cesium  137 in the  d iet of hum ans. T he biological half-life 
of cesium  137, the  tim e required  for excreto ry  rem oval of one-half of 
the  am ount w hich m ay be p resen t in th e  body, is about 100 days. If 
ingestion  s'tops, or is m arkedly  reduced, the organism  is m easureably  
capable of reducing  th e  rad ia tion  dose from  cesium  137 because of th is  
relatively sho rt biological half-life. Since th is  radio isotope em its beta  
particles, which travel only a few  cen tim eters in tissue, and also
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gam m a rays, which penetra te  th ro u g h o u t the body, cesium  137 delivers 
w h a t is called a whole body dose and hence will irrad ia te  the  gonads 
ra th e r effectively.

Because of its ready absorp tion  from  the soil by p lant roots, 
s tron tium  90 will be a m ore persisten t con tam inant in foods, even long 
after the process of fission product deposition has eased. S tron tium  is 
m etabolized m uch as is calcium , hence m ost of the  s tron tium  90 goes 
to  bone. Since it em its only beta  particles the rad ia tion  dose is 
lim ited to  the tissue im m ediately su rround ing  the d is in teg ra tin g  atom  
of the isotope. I t  has been observed th a t in the hum an lac ta tin g  female 
only about 1.3 per cent of ingested  s tron tium  90 appears in the  milk. 
F u rth e rm o re  bo th  anim als and hum ans d iscrim inate against s tron tiu m  
in favor of calcium. T he ra tio  of s tron tium  to calcium  in the  bone of 
adu lts  is only about 0.25 of the  ra tio  found in the diet. T he  ra tio  
of s tron tium  to  calcium  in m ilk is about 0.10 th a t in the diet. In  th is  
instance a m etabolic defense exists to  reduce the u ltilization  and hence 
bone deposition of stron tiu m  90. O bservations in hum an in fan ts have 
shown, how ever, th a t a t very  early ages there is m uch less dis
crim ination against stron tium . Indeed  the  ratio  of s tron tium  to 
calcium  in the bones of very  young  children w ho died in early 1961 
is about four tim es as g rea t as in adu lts w ho died in the sam e period.

Remedial Measures
T he problem  of stron tiu m  90 contam ination  of foods has been 

a ttacked  w ith  the  hope of finding rem edial m easures by w hich the 
am ount of rad io stron tium  in foods could be m arkedly reduced. As 
a long-term  program  th is kind of effort should be m ore in tensively  
pursued. So far as I know  th ere  is only a lim ited am ount of research  
in progress along th is  line.

Some investigations have been m ade in an a ttem p t to  rem ove 
stron tium  90 from  m ilk by passage over ion exchange resins. Som e
tim es flavor changes have been produced ; in any event the  calcium  is 
rem oved a long  w ith  the  s tron tiu m  90 and calcium  m ust be re tu rn ed  
to  the  milk. E ven if developed satisfacto rily  from  a technical s tan d 
point, the procedure appears to  be so costly as to be uneconom ic.

A n other approach has been to  tre a t m ilk w ith  precip ita ted  tr i
calcium  phosphate to  allow stron tiu m  90 atom s to  displace calcium  
from  the  additive w hich w ould be rem oved finally by passing  the  m ix
tu re  th ro ug h  a filter press. T w o  a ttrac tiv e  features of th is  idea are
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th a t no calcium  is rem oved from  the  m ilk and large volum es could 
be handled a t re la tively  low  cost. P ro bab ly  there  are som e practical 
problem s, bu t so far as I know  th is  procedure has no t been given the 
additional in tensive study  it seem s to  m erit.

A search m ig h t be m ade for chela ting  agen ts capable of com plex- 
ing  s tron tiu m  90 and cesium  137 w hich w ould be effective at levels of 
adm inistra tion  low enough to  be to lera ted  by  the  hum an and still be 
effective in p reven ting  re ten tion  and utiliza tion . F o r  a t least one m etal 
w hich is an essential d ie tary  com ponent chela ting  agen ts have been 
found w hich are so effective th a t deficiencies of th is m etal have been 
produced in anim als w hich received d iets con ta in ing  an am ple supply 
of the  m etal. An effective and to lerable chela ting  agen t for stron tium  
or cesium  m igh t be difficult to  find, b u t it seem s th a t an effort should 
be m ade along th is  line.

P lan t b reed ing  offers hope in th is  connection. M u tan ts  and 
varieties should be sough t w hich w ould do either of tw o th ings. An 
effort should be m ade to  develop crop varie ties w hich re ject stron tium , 
or cesium , o r both. Such varieties could be grow n on con tam inated  
soil and used d irectly  as safe food. Of less direct, b u t still of real 
benefit w ould be varie ties of p lan ts w hich w ould take up stron tium  
and cesium  avidly. Such crops could be harvested  and destroyed. T his 
w ould clean up trac ts  of land and m ake them  suitable for p lan ting  of 
food crops.

T h u s  far these rem arks have been applicable to  conditions which 
w ould prevail a fte r a nuclear w ar.

H as the  w eapon te s tin g  prog ram  resu lted  in sufficient fission 
product deposition to  ju stify  g rea t concern? R a th e r than  burden  you 
w ith  a m ass of da ta  w hich w ould require a long discussion for in te r
preta tion , let me sum m arize the  s to ry  by re la ting  the  radiation  a rising  
from  deposited fission products to  th a t w hich w e receive from  cosm ic 
rays and n a tu ra lly  occurring  radioactive substances. B u t first, let us 
consider a few num bers.

S tron tium  90 reached its h ighest levels in U n ited  S ta tes  m ilk 
d u ring  the  period from  M ay to  June, 1959. F rom  July , 1957 to  F eb 
ruary , 1959 values ranged  from  5 to  10 m icrom icrocuries p er liter. 
Betw een M arch and July, 1959 the  levels w ere from  10 to  17 m icro
m icrocuries per liter, and betw een A ugust, 1959 and July, 1961 the 
stron tium  90 concentra tion  fell to  abou t 6 to  8 m icrom icrocuries per 
liter. T hese num bers should be con trasted  w ith  the recom m endation
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of the  In te rn a tio n a l Com m ission on R adiological P ro tection . T h is 
group  of experts has suggested  th a t the general population could 
consum e m ilk con ta in ing  as m uch as 67 m icrom icrocuries per liter 
w ith o u t undue concern. T he  In te rn a tio n a l Com m ission has opined 
also th a t hum an bone could w ith stan d  successfully  the radiation  dose 
w hich w ould be delivered by a concentra tion  of 67 m icrom icrocuries 
per g ram  of calcium . I t  is hearten in g  to  note th a t bones of children 
w ho died in 1960 have been found to  contain only about 4 m icro
m icrocuries of stron tiu m  90 per gram  of calcium, w hile th e  bones of 
adults contained approximately 1 micromicrocuries per gram of calcium.

T h e  cesium  137 con ten t of milk, and of m eat, and of people has 
been found to  rise and fall w ith  the  ra te  of fission product deposition. 
T h is  observation  is related  to  the  fact th a t cesium  is absorbed by 
p lan ts from  soil m uch less readily  than  is stron tiu m  90. As a conse
quence the  deposition of cesium  137 will no t resu lt in a long con tinu ing  
con tam ination  of the  diet unless it is produced ra th er constan tly  and 
in troduced regu larly  in to the  atm osphere. I t  has been estim ated ,1 
fu rtherm ore , th a t if equal am ounts of cesium  137 and stron tiu m  90 
w ere ingested , th e  h ighest average absorbed dose w hich any tissue 
will receive from  stron tiu m  90 w ould be m ore than  100 tim es the cor
responding  values for cesium  137. T he  B ritish  report concludes: “ On 
th is  basis, it seem s clear th a t the  radiological significance of caesium  
137 in the d iet is considerably less than  th a t of s tron tium  90 even 
though  there  is evidence th a t as m uch caesium  137 m ay be con tribu ted  
by  m eat in th e  adu lt d iet as by m ilk .”

Radiation from External Sources
W e are sub jected  con stan tly  to  sources of rad ia tion  w hich su r

round  us. Cosmic radiation  and rad ia tion  from  na tu ra lly  occurring  
radioactive substances such as radium , uranium , thorium , and po tas
sium  40 com prise th is  “background rad ia tion .” A com parison of the 
30-year rad ia tion  dose from  background a t sea level w ith  th a t from  all 
fission products deposited from  w eapons tests  up to  th is  tim e reveals 
th a t in con tinental U nited  S ta tes the background dose is abou t 20 
tim es th a t from  fission products. T he F ederal R ad iation  Council 
R adiation P ro tec tion  Guide for norm al peacetim e uses of rad ia tion
. 1 Agricultural Research Council Radio- in H um an  D iet and E xperim ental 
biological L aboratory . R eport for 1960. Studies.”
A R C R L  5. “Surveys of R adioactivity
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allow s an exposure to  the  general population  approxim ately  30 tim es 
the ex ternal dose due to  fission products deposited in p as t tests .

Radiation from Internal Sources
T he population  group  exposed to  the  h igh est concentra tion  of 

s tron tiu m  90 in bone is m ade up  of persons born w ith in  tw o  years 
a fte r the  te s t series w hich have been com pleted. T he  70-year dose to 
bone from  background  in th is  group, conservatively  estim ated, w ill be 
about four tim es th a t delivered by fission products deposited in the 
skeleton. T he dose from  fission products will be only about 1/14 as 
g rea t as the F ederal R ad iation  Council R ad iation  P ro tec tion  Guide 
for th e  general popu la tion’s bearable risk  due to  norm al peacetim e 
uses of radiation .

W h en  one recalls th a t the external background dose a t D enver is 
nearly  tw ice th a t a t sea level, it w ould seem  evident th a t one w ould 
no t be justified  in concluding th a t the  am ount of fission products 
deposited to  date has seriously con tam inated  our food supply. O ur 
concern abou t fission product deposition is justified, how ever, for it 
has led us to  s tu d y  the  problem  th o rou gh ly  and has perm itted  us to  
u n derstan d  ra th e r well the  ex ten t of the  influence w hich th is  new  
com ponent in our env ironm ent m igh t exert un der the m ore severe 
conditions w hich w ould be associated w ith  a large-scale release of 
these radioactive m aterials. [The End]

DRUG ANTITRUST BILL NOW  BEING REWRITTEN
A t the close of hearings on S. 1552, the “d rug  a n titru s t” bill, S enator 

K efauver announced th a t the  A n titru s t Subcom m ittee is now  in the process of 
am ending  the bill tc  reflect suggestions m ade during  the hearings on the  bill. 
T hese concluded on F eb ru ary  6, at the end of testim ony on ethical d rug  ad 
v ertis ing  by w itnesses specializing in such advertising.

T h e  bill in brief . . .  As in troduced, the bill w ould have m ade a num ber of 
changes in the  pa ten t and o ther provisions affecting drugs. P a ten ts  w ould be 
m ade effective w ith the filing of a new  drug  application (if requ ired) or applica
tion  for a patent. C om pulsory licensing could have been required  after th ree 
years, w ith an 8 per cent lim it on royalties. M odification p a ten ts  w ould be 
g ran ted  only upon a show ing of “significantly g rea te r” therapeutic  effects. 
A pplicants for new  drug  licenses w ould be required  to  prove efficacy, as well as 
safety. C ertification w ould be required for all antibiotics, instead of ju s t those 
nam ed in Section 502(1) of the F ederal Food, D rug, and Cosm etic Act. L abeling  
and advertising  w ould have to  be m ore detailed, and generic nam es could be 
required. P rescrip tion  d rug  m anufactu rers w ould be licensed. A nd agreem ents 
to  elim inate pa ten t in terference could violate the an titru s t laws. F ood, D rug, 
Cosmetic L aw R eports.
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Consumer Education in the 
Food and Drug Field
By EDITH H. SHERRARD

Mrs. Sherrard, a Staff Associate for Social and Economie Issues in the 
American Association of University Women Gave This Address at the 
1961 Joint National Conference of Food and Drug Administration and 
the Food Law Institute, Inc. on November 28, at Washington, D. C.

MY T O P IC  is “C onsum er E ducation  in the  Food and D ru g  F ield 
bu t before I go in to  th a t I w an t to  say a few w ords about 

psychological m otivation  in consum er education.
N ow  by  psychological m otivation  I am  not re ferrin g  to  the  pack

ag ing  controversy . I don’t m ean the  b igger bang the consum er gets 
ou t of buying th e  jum bo box as d istinct from  the large one.

No, by m otivation , I m ean the  sim ple ancient question, W h y  do 
consum ers w an t to  be “educated” abou t th e ir buying  w orld? W h y  
should “th is” particu la r audience be bo thered read ing  “th is particu la r 
p rin ted  pag e?”

T he fact of the m a tte r  is th a t one m ust g ran t different m otives to  
different people.

Do “yo u” w ish to  becom e an expert on, say, the selection, use or 
care of synthetic fabrics? Then our American Association of University 
W om en consum er s tu dy  program  is no t for you, even if you w ere 
eligible, because neither “tra in in g  exp erts” nor hom e decoration is its 
objective.

D o “yo u” w an t to becom e a fulltim e consum er balancing  yo u r 
nickels and dim es a t the m argin before you buy any th ing ?  W e  can’t 
help you there  e ith e r; for our consum er program  is designed for 
people w ho exercise a varie ty  of com m unity responsib ilities; and  w hile 
m any of them  are a rd en t consum ers, “balancing  a t the  m arg in ” is 
som eth ing m ost of them  reserve for air conditioners or hi-fi’s. A nd
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o ther o rgan izations are specialized to  provide th a t kind of service— 
not A m erican A ssociation of U n iv ersity  W om en.

D o you like to th in k  th a t for every problem  th ere  is a solution— 
and usually  a sim ple solution a t th a t?  I  doubt th a t you do ; b u t in any 
event, there  too. we m u st beg  off. One branch  of the American Asso
ciation of University W omen consumer program —perhaps the oldest—is 
concerned with the development of consumer standards. And we have 
learned from  ou r 25 years of w ork  w ith  the A m erican S tandards A sso
ciation th a t the  problem s of sa tisfy ing  the  needs of m anufacturer, 
re ta ile r and  consum er in the  developm ent of a  s tan dard  are com pli
cated, even in a  situation  w here one m ay count upon good will and 
good in ten tion  from  all parties.

T he  m otive behind our A m erican A ssociation of U n iversity  
W om en consum er prog ram — not to. be coy about it—is sim ply the 
desire of educated  w om en to  seek and a tta in  som e new  th reshold  of 
un derstan d in g  in th e  face of the revolution  th a t has occurred in the 
bu yers’ m ark e t since W o rld  W a r  II .

You will be in terested  to  know  th a t discussion papers from  your 
1959 F D A -F L I Conference provided us w ith  substance for the first 
section of A m erican A ssociation of U n iv ersity  W o m en’s Consum er 
K it. W e said in our in trodu cto ry  note on purpose :

A grea t increase in the varie ty  of goods available to  the consum er coincides 
w ith a degree of econom ic prosperity  th a t m akes it possible for her to  buy them .

“ Increase in v a rie ty ” requires the p roducer and consum er to  build . . .  a 
new  body of know ledge about this technological advance. T h e consum er m ust 
acquire a “know -how ” [about her consum er w orld] th a t m atches her g ran d 
m o th er’s learn ing about electrical applicances and her g rea t g rand m other’s 
experience w ith  “canned” goods. . . .

H av ing  regard  to the public’s role, we m igh t also take this as a  guide to  
A A U W  study and action. I t  behooves consum ers to  find out about the changes 
going on in the ir buy ing  world, and so to  m inim ize f o r  th e m se lv e s  the hazards and 
dangers inheren t in large scale innovation.

In  say ing  th is, w e do not relieve in d u stry  of responsib ility  for 
achieving a large p a r t of the new  th resho ld  of understanding . W e do 
not dim inish the role of governm ent. W e only say th a t in addition  
to  every th ing  else, the  consum er herself has to  find ou t about the 
changes going on in h e r bu y ing  w orld— not as an expert b u t as one 
w ho lives in th a t w orld—and th a t is the orien ta tion  for our consum er 
program.

N ow hav ing  explained w h at w e are after, I w ould like to  m ention 
tw o consum er pro jects w e have underw ay.
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T he first, in tim e, concerns the  A m erican S tandards A ssociation 
w hich I m entioned a m om ent ago. A nd th ou gh  th is p ro ject m ay 
seem  a little  “special” I m ention it briefly because it exem plifies the 
approach we are try in g  to  develop for ourselves in various fields of 
consum er concern.

A m erican A ssociation of U n iv ersity  W om en m em bers in the N ew  
York City area represent the Association on the sectional committees of 
A m erican S tandards A ssociation, w here m anufacturer, re ta iler and 
consum er form ulate s tan dards for consum er goods. R ecen tly  we 
launched a group in New Y ork, d raw ing  on our local branches in New 
Y ork state , C onnecticut, N ew  Jersey  and Pennsy lvan ia— a group 
w hich is to  m eet regu larly  and afford discussion of opinion for the 
A m erican A ssociation of U n iv ersity  W om en-A m erican S tandards 
A ssociation represen ta tives. T hese A m erican A ssociation of U n i
versity  W om en m em bers will read about standards. T hey  will “ shop” 
in advance of each m eeting  for a com m on list of item s to find ou t if 
th ey  can easily ob tain  the  factual in form ation they  w an t ; and at the 
m eetings they  will com pare notes on th e ir  findings. F inally , they  will 
discuss w ith  th e ir  colleagues on A m erican S tandards A ssociation 
com m ittees som e of the redhot con troversial issues, such as “w h at do 
you m ean by a coffee-cup” w hen the w ord is used to  define, say, a 
coffeem aker w ith a ten-cup capacity.

B y partic ipation  we hope the pro ject will help us to becom e aw are 
of com plexity  so th a t we m ay m ake a useful con tribu tion  at A m erican 
S tandards A ssociation m eetings w ithou t g iving up the desire to see 
com plexity resolved.

N ow  th a t w as our reason for form ing the group—and my reason 
for te lling  you th is story . B u t there is ano ther in te restin g  circum 
stance to  report about it :  T ho ug h  our New Y ork group is only a 
m onth  or tw o old, a second group  has form ed in W ash in g to n  to  listen 
to  tape-record ings of the first, to  “shop” for sim ilar item s, and  to join 
in the  sam e debate of issues. F urtherm ore , Philadelph ia A m erican 
A ssociation of U n iversity  W om en has expressed an in terest in joining- 
in ; and a P ittsb u rg h  A m erican A ssociation of U n iv ersity  W om en 
m em ber is pondering the launch ing  of ano th er group  there. H alf a 
dozen individual A m erican A ssociation of U n iv ersity  W om en m em 
bers have asked if th ey  m ight jo in “in w ritin g ”— since they  cannot 
travel to  the m eetings. W h a t is even m ore significant, these groups 
and po ten tia l groups have all em erged spontaneously . A nd if any 
one persists  in the view th a t consum ers prefer to  be igno ran t, or like
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to  be fooled, our recen t experience in ta lk in g  to  A m erican A ssociation 
of U n iv ersity  W om en m em bers, and in w atch ing  the  developm ent of 
th is A m erican A ssociation of U n iv ersity  W om en program  certain ly 
are evidence to  the contrary .

M y second project, on food and d rug  w ork, is of course of g rea te r 
in te rest to  you. T h is w as launched late last sum m er, as an ou tg row th  
of the  annual m eeting  of the A ssociation of Food and D rug  Officials 
of the  U n ited  S ta tes w hich I a ttend ed  in June and for w hich I collected 
som e inform ation on consum er in terests  in A m erican Association of 
U n iv ersity  W om en.

T he proposition o n -th a t occasion w as to find how  m uch more 
in fo rm ation A m erican A ssociation of U n iversity  W om en m em bers 
w ould like to  have about foods, d rugs and cosm etics and about food 
and  d rug  w ork.

W e em ployed tw o different questionnaires— the second we as
sum ed an im provem ent over the first— asking  the A m erican A ssocia
tion  of U n iv ersity  W om en consum er w h at she had “on her m ind.” 
By and large, w h a t she had on her m ind w as safety, variously  ex
pressed, b u t I ’m no t go ing to list the  ta lly  for each item  under our 
several headings. M uch m ore in te restin g  and revealing  th an  the 
figures w ere the  com m ents we invited  the respondents to  note on the 
back of the questionnaire.

Of the  to ta l A m erican A ssociation of U n iv ersity  W om en m em bers 
filling in bo th  questionnaires, 116 m ade com m ents. M any expressed 
opinions on several sub jects, and of these we identified a to ta l of 122 
com m ents as bearing  on food and d rug  program s. T hese in tu rn  we 
grouped in categories. A nd of these, th ree  categories predom inate. 
T hey  are : p ro tection  against m islead ing inform ation, the need for 
m ore adequate labeling  and, no t surprisingly , safety.

U n d er the  heading, “pro tection  against m islead ing in fo rm ation ,” 
A m erican A ssociation of U n iv ersity  W om en m em bers.w an ted to  know  
th a t in form ation on the  label w as abso lu tely  true  and safe. T hey  did 
not like obscure, pseudoscientific term s. A nd they  w an ted  to  have 
som e assurances th a t the  product w ould do w h at the producer said it 
w ould.

U n d er the head ing  “the  need for m ore adequate labeling” came 
requests for m ore frequent use of labeling, m ore adequate in fo rm a
tion on labels, and m ore conspicuous labeling. Some people w an ted  
more in form ation as the basis for com parative shopping. O thers 
w anted  m ore in form ation about w eigh ts and m easures. U nder
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directions for using  specific products, som e referred  to  cooking in 
structions, and  o thers to  guidance as to  w hich cleanser could be used 
on w hich substance.

T hen  as to  “safe ty ,” the  m ajo rity  said sim ply: “P u t yo u r em phasis 
on safe ty .” I w ould judge th a t the  average consum er’s concept of 
safety, as of san ita tion  o r san ita ry  conditions, reflects no t on ly  an 
abso lu te— th a t is, every th ing  should be perfectly  safe—b u t also a com 
plete lack of know ledge of w h a t degree of safe ty  she now  has, how  
m uch or how  little.

N ex t com es a category, “m ore in form ation about ing red ien ts”-— 
th a t is to  say, the  circum stances in w hich ingred ien ts are harm ful, or 
useful, as w ell as the  need to  know  m ore, to  undertake research  about 
the  effect of ingredients. A m erican A ssociation of U n iv ersity  W om en 
m em bers referred  to  the  effect of ingred ien ts in causing  allerg ies, to  
the possibly harm ful effects of ingred ien ts in drugs.

N ext, cam e “confusion in relation  to  size of con ta iner,” and an 
noyance over prices increased by  fancy packaging  and o ther form s of 
“w aste .” T he  on ly  com m ent one need m ake here is th a t annoyance 
over confusion abou t w eigh ts and prices is ju s t as stron g  as the feeling 
of being m isled or gypped by th is confusion. Some of our respondents 
are quite w illing  to  believe th a t they are not being gypped, bu t they  
still feel a b e tte r  a rran gem en t ough t to  be possible.

T hese  w ere the  significant rem arks. O th e rs  expressed an in terest 
in  F D A  activities, and the  ju risd ic tions of federal, s ta te  and local 
au tho rities in food and d ru g  w ork.

B eyond our specific findings, as I said in June, w e w ere s truck  by 
the  vagueness of know ledge about food and d ru g  activ ities w hich th is  
very  “lite ra te” population possesses. A m erican A ssociation of U n i
versity  W om en m em bers are “educated” people, and th ey  are no t a t 
p resen t being reached in th is  branch of consum er affairs. If  I m ay  cite 
a single exam ple, som e responden ts seem ed surprised  to  learn  from 
th e  im plications of our questionnaire th a t F D A  officials do no t now 
officially approve all food item s th a t appear on the  shelves— in the 
litera l sense of “g ran t th e ir  approval” to  such item s.

Ffaving found ou t w h at m ore 250 A m erican A ssociation of U n i
versity  W om en m em bers believe they  w ould like to  know , as con
sum ers, about food and d rug  w ork, we considered it only fair to  specu
late as to  how  such inform ation m ight be m ade available.

W e  looked in to  every  technique of com m unity education w e knew  
ab o u t: displays of inform ative lite ra tu re  in libraries, spo t new s on
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radio, exh ib its a t s ta te  fairs, all day w orkshops, “fillers’’ in new spapers. 
W e considered w hich com m unity  organ izations m igh t be w illing  to 
cooperate in p u ttin g  w hich techniques in to  effect. W e though t, for 
exam ple, th a t som eone from  the L eague of W om en V o ters w ould be 
best able to  trace ou t and explain the  netw ork  of ju risd ic tion  of 
au th o rity  and enforcem ent in a  particu lar com m unity—w h at comes 
un der health , under san ita tion  and so' forth . W e th o u g h t th a t a m em 
ber of the  A m erican H om e Econom ics A ssociation m ight provide the 
background in form ation for w hich need seem ed to  develop. W e 
th o u g h t an A m erican A ssociation of U n iv ersity  W om en m em ber 
m ig h t spend a day w ith  a food and d ru g  official and join in his inspec
tion to u r  in o rder to  find ou t w h a t goes on.

T h is  is w here we w ere a t the  tim e of the A ssociation of Food and 
D rug  Officials of th e  U nited  S ta tes m eeting  in Jun e—m aking sugges
tions for a public education program  about food and d rug  w ork, bu t 
m aking them  in the abstrac t, so to speak. T hen , late in the sum m er, 
the  chairm an of our national Social and E conom ic Issues C om m ittee, 
w ho is th e  m em ber of our national board concerned w ith  association 
p rog ram s in th is  field, decided th a t we m igh t try  out a  lim ited pro ject 
of public education along these  lines ourselves—and specifically we 
m igh t s ta r t w ith  those A m erican A ssociation of U n iv ersity  W om en 
branches in cities w here F D A  has te s tin g  stations. As noted we 
launched th is  p ro ject late in the sum m er, and we cannot say now  in 
N ovem ber th a t it is any m ore than  afloat. I t  w ill be a year before we 
have m easurable progress to report. O u r A tlan ta , Los A ngeles, 
P h iladelph ia  and K ansas C ity (K ansas) branches have signaled th a t 
th ey  w an t to  give the p ro jec t a try . I have talked  w ith  the officers 
of the  K ansas C ity  branch, and on F riday  of th is week I am go ing to 
confer w ith  P hiladelph ia  A m erican A ssociation of U n iv ersity  W om en 
about th e ir  plans too.

So I am only now in the process of seeing where this project will 
take us. L ocal A m erican A ssociation of U n iv ersity  W om en groups 
will have to  decide, from  th e ir  own investigation  of food and drug  
w ork, w h a t in fo rm ation they  th in k  it m ost useful to publicize, w ho 
they  believe w ould benefit m ost from  food and d ru g  education, and 
how  th a t “education” is to  be accom plished. In  se ttin g  up th is  pro
gram  w e have em phasized to them  th a t we are ta lk ing  of food and 
drug  w ork as it now exists, and no t as som e ideal of w h a t it ought 
to  be, th a t w e are ta lk in g  about the whole com plex of local regulation , 
as well as s ta te  and  federal law, and th a t we include any activities, 
private as well as public, to instruct and protect consumers in this field.
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If you w ish a glim pse in to  the p lann ing  sessions of a w om en’s 
organ ization , I w ould guess th a t in P h iladelph ia on F riday  w e will 
num ber 10 or 12. T here  w ill be leaders from  our local branches, tw o  
from  the  s ta te  of Pennsy lvan ia  and the national rep resen ta tive  from  
th e  area as well.

W e will p robably  begin by read ing  over the  findings I reported  to 
A ssociation of Food and D rug  Officials of the  U n ited  S tates. Some 
suggestions based on com m unity  education in P hiladelph ia will be 
added. W e m ay try  to  outline a stu dy  program  for half a dozen people 
for half a dozen sessions designed to acquain t them  w ith  food and 
drug activities. W e have a number of members of the A m erican H om e 
Econom ics A ssociation in our ow n Philadelph ia  m em bership and they  
will p robably  take over direction here. O thers will exam ine our tw o 
questionnaires and w onder how  you m ight ad ju s t them  for o ther 
com m unity  organ izations than  A m erican A ssociation of U n iversity  
W om en. I will take along as m any of the  ta lk s m ade here as I can 
get aw ay w ith— and though  it m ay come to  you as a  surprise, you 
too  m ay be p a rt of an A m erican A ssociation of U n iv ersity  W om en 
stu dy  group.

T h a t is as fa r as I can go today on the pro ject of F riday  next, 
b u t if I cannot predict or report on our project, in its la te r stages, it 
seem s only fair to  the audience th a t I speculate about it. W h a t do we 
in A m erican A ssociation of U n iv ersity  W om en envision as happen
ing? W h a t shape do w e expect th is  program  to take?

If you ask th a t as a purely  practical question  w e m ight consider 
the N ew  Y ork group  w ork ing  w ith  A m erican S tandards A ssociation 
as a key to  th is  second picture. As I said, each branch  will devote a 
certain  am ount of tim e to  finding ou t ju s t w h at food and d ru g  w ork 
is all about— and to  in terv iew ing  business m en and officials of the 
app ropria te  agencies. Specific local problem s will come in for special 
a tten tion , if past experience serves as a guide. P erhaps a single-sheet 
“giveaw ay” of in form ation m ight be developed fairly  early  in the  
program . W e seem  to  consider it ou r m ission to  dispel e rro r as soon 
as we have uncovered it, and I can visualize som eth ing th a t says:

D o n’t leave dangerous or poisonous substances w here children 
can find them , and don’t sto re them  in soft drink  bottles.

Avoid th e  thaw -freeze-thaw  sequence.
P u t yo u r left-overs in th e  refrigera to r w ith in  an hour, and  keep 

them  refrigera ted  un til re-serv ing  o r re-heating.
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A nd hav ing  devised the  giveaw ay, I w ould expect some tim e to 
be devoted to deciding how  one w ould circulate  th is  lite ra tu re , how 
one w ould reach a young m other, say, in a public housing project.

T hese p rog ram s as they  develop will bear th e  stam p of ou r value 
judgm ents. B u t I w ould also expect a certa in  am ount of tim e to  be 
devoted to  finding ou t w h at o ther consum ers have on th e ir m inds— 
do older people ra te  health  or longer life as num ber one am ong their 
concerns, for exam ple, and w h at does th is  m ean in te rm s of food and 
d rug  w ork ?

I w ould expect som e tim e to  be devoted to  p reparing  in form ation 
for all k inds of different k inds of audiences. (F o r we believe in 
psychological m ovitation  all r ig h t !)

In  sum  I w ould expect to  find som e of these elem ents I have m en
tioned com m on to  all of our program s, b u t I w ould be surprised  if any 
tw o p rogram s w ere th e  same.

E ssen tia lly  for us in A m erican A ssociation of U n iv ersity  W om en 
th is  is a p ro ject in public education ra th e r  th an  a project in consum er 
education. W e are in terested  in know ledge about the  consum er’s 
chang ing  w orld, no t in p rom oting  food and d rug  w ork— nor in con
fining it for th a t m atter. O ur objective, a t th is  point, is how  to  m ake 
use of inform ation, no t how  to create it or add to  it—although  we will 
a lm ost certa in ly  “ spell it o u t !”

B u t if your question (abou t our expectations for th is p ro ject) w as 
no t purely  practical, if you w ere ask ing  w hy we th o u g h t th is ven tu re  
w orthw hile , I could only say th a t the A ssociation itself exists on the 
prem ise th a t  people are b e tte r off for un derstan d in g  th e ir  w orld, and 
particu larly  is th is true  w hen th e ir  w orld  is in process of change. N ext, 
w e believe th a t th is  suggests a m otive to  in du stry  and to  governm ent 
to  jo in in w h at m igh t be a m utually  advantagous ven tu re— nam ely to  
dispel the  kind of confusion and m isinform ation th a t som e p a rt of the 
public seem s to  rejoice in a t the  m om ent of crisis. If you don’t w an t 
“ scare” headlines, o r ill-considered dem ands for legislation, then  you 
too m ust have som e stake in the  kind of program  we are try in g  to 
conduct.

As I said a t the  beginning, different people have different m otives. 
T he  m otives of th e  buyer are no t those of the  seller— nor is there 
any  reason w hy th ey  should be. T here  will be tim es, I expect, w hen 
y o u r-in te rest in the  prog ram  of F D A  and th a t of an A m erican A sso
ciation of U n iv ersity  W om en branch  w ill be different b u t unless you 
are dedicated to  the  proposition  th a t the  m arket place is divided in to
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factions, each of w hat benefits only a t the expense of the  o ther, then 
you too can accept our prem ise th a t people are b e tte r  off for un der
stan d in g  th e ir w orld. C ertain ly  the popular concept of governm ent in 
the  U n ited  S ta tes rests  on the  assum ption th a t ord inary  people w ill try  
to  u n derstan d  the  law  and partic ipa te  in its  effectiveness.

W e concede th a t som e consum ers like to  be fooled som e of the 
tim e— or w hy else w ould so m any of us be read ing  those cosm etic 
ads still?  B u t w e dislike th e  explo itation  of confusion for its  own 
sake. A nd if any of ou r A m erican A ssociation of U n iv ersity  W om en 
branches, posed on the  edge of th is new  ven tu re, come to you for help, 
w h eth er “yo u” represen t indu stry  or governm ent, we hope you will 
jo in us and  respond in the sam e vein. [T he  End]

REDUCING-PILL PLAN DECEPTIVE
Claims of appetite  contro l and w eight reduction  for Regim en T ab 

lets, nationally  advertised  as effective w ithout drastic diet changes, are 
false and m isleading, the F ood and D rug  A dm inistra tion  charged in a 
m isbranding case filed F eb ruary  13 at D enver, Colorado.

F D A  in a seizure action against the p roduct challenged the  follow
ing claim s for Regim en T able ts:

T hey  will cause w eight loss up to  six and one-half pounds in seven 
days and 19 pounds in six weeks w ithou t p lanned dieting; they  will 
satisfy hunger, control, inhibit and shrink one’s appetite causing pounds 
and inches to  m elt aw ay; they rep resen t a  com bination of reducing 
drugs so am azing tha t one can lose w eight w ithout planned dieting 
while eating w ith  “g u sto” one’s favorite foods, and they have been 
proved am azing ly effective in clinical tests on overw eight people.

A lso attacked  w ere claims th a t people have lost as m uch as th ree 
pounds in the first th ree days of tak ing  the tab le ts; tha t w eight loss 
will be perm anen t; tha t one m ust lose up to  six pounds in ju s t days 
w ith the tab lets and m any m ore pounds the reafter; th a t excessive w eight 
m akes cirrhosis of the liver m ore possible than  in slender folks and 
that it has been shown fa t people are more susceptible to  cancer than others.

F D A  said these claims appeared in prom otional m aterials and in 
D enver new spaper advertisem ents sponsored by D rug  R esearch C or
poration  of N ew  Y ork  City. O ne of these advertisem ents was displayed 
w ith  the Regim en T able ts a t the point of sale, the agency said.

United States M arshals seized a quantity of the “three-way drug combi
na tion” tablets w ith display cartons and circulars a t a W algreen  D rug  
S tore and the W algreen  w arehouse in Denver. T h e tab lets, d istributed  
by D rug  R esearch C orporation , come in green, yellow and pink colors, 
each containing different ingredients.
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Joint FAO/WHO Program 
on Food Standards
By DR. ERNST ABRAMSON

This Is a Report of the Conference Held in Rome on No
vember 23, 1961. Mr. Abramson Is the Associate Editor 
for Europe of the FOOD DRUG COSMETIC LAW JOURNAL

TH E  JO IN T  Food and A gricu ltu re  O rg an iza tio n /W o rld  H ea lth  
O rgan ization  P ro gram  on Food S tandards aim s a t sim plify ing  and  
in teg ra tin g  food stan dards w o rk  now carried  on by m any in terna tion al 

o rgan izations and a t prov id ing  an effective m echanism  for ob ta in in g  
governm ent acceptances of these stan dards, to g e th er w ith  th e ir  pu b 
lication in a Codex Alimentarius.

(2) T he Conference felt th a t these  aim s could best be achieved 
by estab lish ing  a Codex Alimentarius Commission open to all interested 
m em ber nations of FA O  and W H O , which w ould incorporate  and tak e  
over the  p resen t E uropean  Council of the  Codex Alimentarius. Such 
C om m ission w ould have as p rim ary  tasks the determ ination  of p rio ri
ties and th e  allocation of p rep ara to ry  w ork on each stan dard  to  the  
best qualified outside technical body, C IIA , ISO , specialized non
governm ental organ izations, and so forth . T h is body w ould  subm it 
a d ra ft to  the Com m ission for finalization a t the governm ent level, 
follow ing the  w ell-tried  m ethods in troduced by the Code of P rincip les 
concern ing  m ilk and  m ilk products.

(3) T he Conference believed th a t the  p resen t duplication  of 
effort and publication  of conflicting stan dards could th us be avoided, 
and  th a t substan tia l econom ies in tim e, w o rk  and  ou tlay  w ould resu lt. 
A t the sam e tim e, the  program  w ould provide an app ropria te  in s tru 
m ent to  handle the rapid ly g row ing  dem ands of w ork in th is field.

(4) T he  Conference w as nonetheless aw are of the  difficulties in
volved in the estab lishm ent of in terna tion al food stan dards and called
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the a tten tion  of the  Codex Alimentarius Com m ission to  the need to  
consider the  special requ irem ents of individual regions.

(5) T he Conference no ted  th a t ex isting  Food and A gricu ltu re  
O rgan iza tion  w ork on food stan dards w ould gradually  be in teg ra ted  
into the new  jo in t program . I t  w as understood  th a t in so doing, care 
w ould  be taken  to  avoid adversely  affecting the m ethods and  progress 
of the  Code of P rinc ip les concerning m ilk and m ilk products. W o rk  
on pesticide residue problem s un der the  Jo in t P ro gram  on Food 
S tandards w ould depend upon recom m endations to  be m ade by the 
special Conference on the  U se of Pesticides.

(6) T he C onference therefore adopted  the follow ing R eso lu tio n :

DRAFT RESOLUTION NO. . , ./61 
The Conference

Considering the  rapid ly  g row ing  im portance of in terna tion ally  
accepted food stan dards as a m eans of p ro tecting  consum er and p ro 
ducer in all countries, w h atev er th e ir s tage of developm ent, and of 
effectively reducing  trade barriers ;

Recognizing the  need to  sim plify and in teg ra te  in terna tional food 
stan d ard s  w ork so as to  avoid duplication and conflicting standards 
and to  effect econom ies in effort and  ou tlay  ;

Desiring to achieve these aim s and to  harm onize the special re 
qu irem ents of regional m arkets w ith  those of the in terna tional food 
trade  in general ;

Conscious of the  im portance of the  role of the  W o rld  H ea lth  
O rgan ization  in all health  aspects of food stan dards w ork ;

Endorses the proposals, submitted by the D irector-G eneral on the 
request of the F irs t FA O  R egional Conference for E urope, for a Jo in t 
F A O /W H O  P ro gram  on Food S tan dards (C 61/53) ;

Decides to  establish , in accordance w ith  A rticle V I of the C onsti
tu tion , a  Codex A limentarius Com m ission, w hose s ta tu te s  are set ou t in 
the  A ppendix to  th is R eso lution  ;

Urges all in terested  M em ber N ations to  con tribu te  to  the special 
T ru s t  F un d  by w hich, sub jec t to  review  by the  12th Session of the  
Conference, th e  program  will be financed, and to  consu lt w ith  the  
D irector-G eneral as to  the  am ount of th e ir  con tribu tions;
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Requests th e  D irec to r-G enera l:
(a) to  d raw  to  the  a tten tion  of the D irector-G eneral of W H O  

the im portance a ttached  to  an early  endorsem ent by th a t 
O rgan ization  of the  p resen t proposals for a Jo in t F A O /W H O  
P ro g ram  on Food S tandards ;

(b) to  im plem ent the program  as soon as sufficient funds have 
been received and, in consultation  w ith  the D irector-G eneral 
of W H O , to call th e  first session of the  Codex Alimentarius 
Com m ission, if possible by Jun e  1962.

APPENDIX
Statutes of the Codex Alimentarius Commission

(1) T he  Codex Alimentarius Com m ission shall, sub ject to A rticle 
5 below, be responsible for m aking proposals to, and shall be consulted 
by, the  D irec to rfs] ’-G enera l of the Food and A g ricu ltu re  O rgan i
zation  (F A O ) [and the W o rld  H ea lth  O rgan ization  (W H O )]  on all 
action to  be taken in the  underm entioned  f ie ld s :

(a) P ro m oting  coordination of all food standards w ork  un der
taken  by in terna tional governm ental and non-governm ental 
o rg an iza tio n s ;

(b) D eterm in ing  prio rities and in itia tin g  and gu id ing  the p repa
ra tion  of d ra ft standards th ro ug h  and w ith  the  aid of app ro 
pria te  o rg an iza tio n s ;

(c) F inaliz ing  stan dards e laborated  under (b) above and, a fte r 
acceptance by governm ents, publish ing  them  in a Codex 
Alimentarius,1 2 to ge ther w ith  in terna tional stan dards already  
finalized by o ther bodies under (a) above, w herever th is  is 
p rac tic ab le ;

(d) A m ending published standards, a fte r appropria te  survey, in 
th e  ligh t of developm ents.

(2) M em bership of the Com m ission is open to  all M em ber 
N ations and  A ssociate M em bers of F A O  [and W H O ] w hich are 
in terested  in in ternational food standards. M em bership shall com-

1 A l l  p r o v i s io n s  s h o w n  in  b r a c k e t s  
[ ] a r e  s u b j e c t  t o  e n d o r s e m e n t  o f  th e  
p r o p o s e d  J o i n t  P r o g r a m  b y  t h e  W o r l d  
H e a l t h  O r g a n i z a t i o n .

2 I n  o r d e r  t o  a c c e l e r a te  t h e  p a c e  o f 
th e  w o r k  a n d  t o  t a k e  a c c o u n t  o f  th e

r a p id ly  i n t e g r a t i n g  E u r o p e a n  m a r k e t ,  
a c c e p ta n c e  o f  a n y  s ta n d a r d  b y  E u ro p e a n  
g o v e r n m e n ts  w ill ,  d u r in g  a n  in i t ia l  
p e r io d  o f  f o u r  y e a r s ,  b e  a  n e c e s s a r y  
a n d  s u f f ic ie n t  c o n d i t i o n  f o r  i t s  p u b l i c a 
t io n  in  t h e  Code.x Alimentarius.
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prise such of these nations as have notified the  D irector-G eneral of 
F A O  [or of W H O ] of th e ir  desire to  be considered as m em bers.

(3) A ny M em ber N ation or A ssociate M em ber of FA O  [or 
W H O ] w hich is no t a m em ber of the  Com m ission b u t has a special 
in te res t in the  w ork of the Com m ission m ay, upon request com m uni
cated  to  the  D irector-G eneral of FA O  [or W H O , as ap p ro p ria te ], 
a tten d  sessions of the  Com m ission and of its  subsid iary  bodies and 
ad hoc m eetings as observers.

(4) N ations w hich, w hile not M em ber N ations or A ssociate 
M em bers of FA O  [or W H O ], are m em bers of the  U n ited  N ations, 
m ay be invited on th e ir request to  a tten d  m eetings of the Com m ission 
as observers in accordance w ith  the provisions of FA O  [and W H O ] 
re la tin g  to  the  g ra n t of observers s ta tu s  to  nations.

(5) T he  Com m ission m ay estab lish  such subsid iary  bodies as it 
deem s necessary  for the  accom plishm ent of its task , sub ject to  the 
availab ility  of the necessary funds.

(6) T he  Com m ission m ay adopt and am end its own rules of 
procedure, w hich shall come in to force upon approval by the  D irec
to r  [s]-G eneral of F A O  [and W H O ], sub ject to  such confirm ation as 
m ay be prescribed by the  procedures of th e fse ] O rg a n iz a tio n [s ] .

(7) T he  o p era tin g  expenses of the  Com m ission and of m em bers 
of the  s e c re ta r ia ts ]  of FA O  [and W H O ] directly  serving it, shall 
be defrayed by a special T ru s t F und  adm inistered  by Food and 
A gricu ltu re  O rgan iza tion  [on behalf of the  tw o O rgan izations] in 
accordance w ith  FA O  Financial R egulations. C ontribu tions to  the  
T ru s t F un d  from  partic ipa tin g  countries shall be accepted only 
th ro u g h  or w ith  the approval of the governm ent concerned. A t the 
end of each year unused sum s shall be re tu rnab le  to con tribu to rs or 
carried  over to  the  follow ing year.

(8) All expenses involved in p rep a ra to ry  w ork on d ra ft standards
un dertak en  by  partic ipa tin g  governm ents, w h eth er independently  or 
upon recom m endation of the  Com m ission, shall be defrayed by the 
governm ent concerned. [The End]
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Food Additives 
and Hazardous Substances

By JOHN L. HARVEY

Mr. Harvey Is Deputy Commissioner of the Food and Drug Admin
istration, Department of Health, Education and Welfare. This 
Paper Was Presented at the Seventeenth Annual Meeting of the 
New York State Bar Association —  Section on Food, Drug and 
Cosmetic Law, Which W as Held on January 24 in New York City.

I T H IN K  anyone w ho suggests th a t a rep resen ta tive  of the  Food 
and D ru g  A dm in istra tion  discuss the  topic of “food add itives” is 

tak in g  qu ite  a risk, because we feel so stron g ly  th a t th is am endm ent 
affords the  consum er real p ro tection  th a t we are tem pted  to  take 
every oppo rtun ity  to  tell people all abou t the  am endm ent and how 
it w orks. I realize, how ever, th a t such a discussion is no t called for 
as far as th is  g roup  is concerned, and I will therefore lim it m y rem arks 
to  a few special circum stances.

I th ink  in itia lly  we should adm it th a t the problem  of evaluating  
food additives and ge ttin g  ou t the  necessary regula tions w as grossly  
underestim ated  bo th  by in du stry  and the Food and D rug  A dm in istra
tion, and th is  is especially tru e  in the  area of the so-called indirect 
additives. W e have had problem s in th is  area and so has industry . 
I should pay trib u te  to  the  patience and un derstan d in g  of the  m any 
in du stry  groups and individuals w ho have been involved in th is work.

F or the Food and D rug  A d m in istra tio n ’s part, ou r people have, 
in m y opinion, been doing a heroic job in going over petitions, a ttem p t
ing to  assist in du stry  people in g e ttin g  the necessary inform ation, and 
doing the m yriad  of o ther chores in connection w ith  th is w ork. V ery  
frankly , the  principal trouble as w e see it is th a t we ju s t don’t have 
enough scien tists to  handle these m atte rs  w ith  the  expediency to 
w hich, in our opinion, they  are entitled.

W e have been criticized in som e qu arte rs  for our advocacy and 
support of the  legislation enacted last year to  au thorize fu rth e r ex ten
sions of the  effective date of th is  am endm ent. N evertheless, we are
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convinced th a t th is  legislation w as needed and th a t w e w ere r ig h t to  
advocate it. W e can, how ever, unqualifiedly s ta te  th a t we know  of 
no instance w here the  am endm ent has authorized continued use of the  
food additive w hich m ay p resen t an undue hazard  to  the public health  
du ring  the  period of extension and th a t no such extension ever will 
be g ran ted  know ingly.

W hile I am  on the sub ject of extensions, I w ould like to  po in t out 
w h a t m ay no t be im m ediately app aren t— th is is the requirem en t th a t 
any  extension beyond Janu ary , 1962 is conditioned on the  subm ission 
of a p rogress rep o rt a t six m onth in tervals and th a t if we do not 
receive a p rogress report on the  due date or if the  progress repo rt is 
no t a sa tisfac to ry  one, we will have no a lte rn a tiv e  b u t to  cancel the 
extension for the  product involved forthw ith .

I t  has been extrem ely  in te res tin g  to  me to  note a change in a tt i
tudes no t only on the  p a rt of som e in du stry  people, b u t of m any 
consum ers as well, as the Food A dditives A m endm ent becam e b e tte r 
and b e tte r know n. S hortly  after the  enactm ent of th is  legislation, it 
seem ed to  me th a t th ere  w as, on the p a rt of m any, an objective to  find 
som e w ay  by  w hich th e ir pa rticu la r p roducts could be classed as 
exem pt from  the am endm ent, e ither th ro ug h  g e ttin g  them  on the 
generally  recognized as safe list, finding th a t  som eone else had a p rio r 
sanction for the p articu la r form ulation , or, in the  case of indirect 
additives, show ing th a t there  w as no m igration  of the particu lar 
com ponents to  the  food. R ecalling the adv ertis in g  of a certain  cigar 
a few decades ago, it seem ed then  as though  m any people in in du stry  
regarded the term  “food add itive” as a horrid  word.

Change in Attitude
I am convinced th a t th is  a ttitu d e  no longer prevails. T h is  is 

show n by  the  zeal w ith  w hich in du stry  people, includ ing  m any of the 
associations, have come forw ard to  try  to  supply the necessary  in fo r
m ation to  ob tain  an au tho riz ing  regulation. A dditionally , w e now  find 
that some people with perfectly valid prio r sanctions are requesting  th a t 
w e include th e  prio r sanctioned item s in form al regulations so th a t 
these will be ou t in the  open for all to  see th a t th e ir  p roducts have had 
adequate s tu dy  and th a t w e agree th a t they m ay be safely used un der 
specific conditions.

U ndoubted ly  p a rt of th is  change in a ttitu d e  is due to  the  fact th a t 
bo th  in d u stry  and the Food and D ru g  A dm inistra tion  have achieved
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success in th e ir  efforts at consum er education about food additives, 
w h a t th ey  are and w hy th ey  m ust be found to  be safe before th ey  can 
be used.

C ertainly, w e still receive occasional le tte rs from  som e individuals 
w ho have read published articles ten d ing  to  suggest th a t the  food 
in d u stry  and the  Food and D ru g  A dm inistra tion  are engaged in an 
unholy  alliance to  poison the  A m erican public, b u t these are definitely 
in the  m inority  and the facts clearly  prove otherw ise.

T here  seem s to  have been difficulty in som e areas w here a single 
food additive is m anufactured  by a num ber of different firms. As one 
of our people p u t it, each of th e  group seem s to  feel th a t the o ther 
fellow should be the  one to “bell the  ca t.” T he  Food and D rug  
A dm inistra tion  does not care w h e th er a petition  for a food additive 
regula tion  is subm itted  by a single firm or by a group of firms. 
O ccasionally, som e of our people have suggested  th a t perhaps the 
best w ay to  proceed w ould be for the  various m anufactu rers to  ge t 
together. A lm ost invariably, the  first reaction is th a t any  such 
collaboration m igh t well resu lt in conflict w ith  the a n titru s t laws. 
W e in the  Food and D ru g  A dm in istra tion  do no t p retend to be experts 
in the a n titru s t field. W e do know, how ever, th a t groups of m anufac
tu re rs  have banded to ge ther for the  purpose of seeking au tho riz ing  
regu lations and we have yet to  hear of any  a n titru s t difficulties which 
resu lted  from  th is objective. P erh aps anyone w ho agrees th a t such 
a group  effort w ould be the  desirable course m ight take the  trouble 
to  discuss the proposal w ith  th e  D ep artm en t of Justice  people as an 
added safe ty  m easure. T he  fact rem ains th a t  if a substance is a food 
additive, it m u st have an au tho riz ing  regulation  if it is to  be continued 
to be used. O n p resen ta tion  of the necessary  data, we w ill do our part.

Som e tw o years ago, I heard  com m ents to  the  effect th a t the 
issuance of a food additive regula tion  could well serve to  stifle 
p rogress as fa r as th e  p a rticu la r article involved w as concerned. A 
stu dy  of the  regu la tions w hich have issued to  date shows th a t a 
sub stan tia l num ber of these have been am ended to  provide for new 
au thorizations. Some of these  have been am ended m ore than  once 
and I th in k  it is generally  agreed th a t it is p robably  easier to g e t an 
am endm ent to  an estab lished regulation  th an  to  get the basic regu la
tion in the  first place. So I am  sure th a t no one need have any fears 
on th a t score.

As you know, each food additive o rder includes a provision for 
the filing of ob jections and requesting  a public hearing  thereon based
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on reasonable grounds. W e have had a significant num ber of ob jec
tions filed to  a num ber of the  food additive orders so far issued and, 
by and large, the view s expressed have been helpful to us. In  the  case 
of some objections, we have been able to  am end the  regula tions to 
satisfy  the  objections. W h ere  w e could no t do so, we have w ritten  
to the objector, pointing out why we could not follow the course suggested.

I t  is g ra tify ing  to  me th a t, so far, th is  has no t resu lted  in any 
requirem ent for the  ho ld ing of a public hearing, b u t if a s ituation  
calling for one in th is  field arises, it w ill be our purpose to  call such 
a hearing  a t the  earliest possible date. I believe th a t som e of the 
ob jections dealing w ith  the  labeling requirem en ts of the  regula tions 
have been based on a m isunderstanding . W e have no in ten tion  of 
using  the food additive regu la tions to  call a tten tion  to  the  o ther 
provisions of the  law. W e  include in the food additive regula tions 
only such labeling requirem ents as are necessary for the  safe use of 
the additive involved.

I w an t to  re ite ra te  th a t in the  food additive field, as w ith  o ther 
areas in w hich the  Food and D ru g  A dm in istra tion  is concerned, our 
doors are alw ays open. W e invite  you to  come to  us w ith  your 
problem s and we assure you th a t w e will give you the  best advice 
possible to  enable you to  com ply w ith  the te rm s of the  am endm ent 
and the basic law. O n the  o ther hand, no one should lose sigh t of the  
fact th a t the Food and D ru g  A dm in istra tion  is a regu la to ry  agency 
and th a t w hen w e find violations, including violations of the Food 
A dditives A m endm ent as w e already have, it is our obligation to  take 
app ropria te  action to  correct those violations.

I say again w e th in k  th is  is a splendid law. I t  is w orking, and 
we w an t to m ake it w ork b e tte r so th a t the A m erican consum er m ay 
continue to  have justifiable confidence in the safety and in teg rity  of 
our food supply.

Hazardous Substances Labeling Act
N ow  I w ould like to  sh ift a b it and  m ake some com m ent about 

the  F ederal H azardous Substances L abeling  Act.
I t  m igh t be profitable to  review  again the  fundam ental facts about 

th is s ta tu te  and of the  ru lem aking  developm ents since it w as passed. 
T here  m ay even be in th is audience a  few  to w hom  the sub ject will be 
a new one.

T he F ederal H azardous S ubstances L abeling  A ct w as enacted by 
C ongress on Ju ly  12, 1960. I ts  passage represen ted  cooperative effort
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by m em bers of the  m edical profession, in du stry  associations and  the 
Food and D rug  A dm inistra tion . T he  im petus behind its  passage was 
a realization  on the  p a r t of all concerned th a t m odern technology had 
rendered obsolete the  F ederal C austic Poison Act. This earlier statute, 
w hich w as enacted in 1927, w as designed to  w arn , by p roper labeling, 
users of tw elve specific substances found around the household which 
had becom e im plicated in m ore and m ore po isoning incidents. Such 
th ings as carbolic acid, sodium  hydroxide and silver n itra te  in certain  
percen tage ranges are exam ples of the  products covered by th is  act. 
B u t m odern techno logy has developed cleaners, adhesives, solvents, 
polishes and a m yriad  of o ther household products w hich, w hen used 
according to  directions, are perfectly  safe, b u t w hen m isused by adu lts 
or abused by inquisitive children resu lt in in ju ry  and suffering. T he 
F edera l H azardous Substances L abeling  Act, therefore, is in tended to  
broad ly  cover household aids and require them  to  be prom inently  
and  conspicuously labeled w ith  the  fact th a t  they  are hazardous. T he  
ac t requires the  m anu fac tu re r to  list on the label the  nam e of any 
poisonous ingredient, and o ther in fo rm ation w hich w ould be helpful 
to  doctors tre a tin g  an in ju red  child, and certain  o ther p recau tionary  
labeling d irecting  the  u ser or p aren t tô  p roperly  use, sto re and handle 
a po ten tia lly  dangerous substance.

T h e  ac t parallels in a  g rea t m any respects the  civil, crim inal 
and in junction  provisions of th e  Food, D rug , and  Cosm etic A ct as 
such action w ould apply to  a m isbranded article. I t  includes the  
sam e factory  inspection au th o rity  and prescribes the  sam e kind of 
im port responsib ility  and au th o rity  as does the Food, D rug , and 
C osm etic Act.

T he  F ederal H azardous Substances L abeling  A ct specified th a t no 
civil or crim inal sanction w ould be enforced un til six m onths a fte r 
passage and g ran ted  th e  Com m issioner of Food and D rugs an add i
tional 12 m onths of adm in istra tive  au th o rity  to  suspend these  sanc
tions e ither specifically or generally  as the  conditions w arran t. On 
F eb ru a ry  1, 1961, the Com m issioner suspended for six m onths the 
civil and crim inal sanctions of the  law  as they  applied to  all ty pes of 
hazardous substances except h igh ly  toxic, extrem ely  flam m able and 
flam m able liquids. A t the end of th is six  m onths period he fu rth e r 
suspended the  sam e provisions un til F eb ru ary  1, 1962.

Substances are hazardous under th e  term s of th is s ta tu te  if they 
are toxic, irritan t, corrosive, s tron g ly  sensitizing , flam m able, or if 
they  generate  p ressure th ro ug h  heat, decom position or o ther m eans,
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and if such substances or m ix tures of substances produce substan tia l 
in ju ry  or illness as a p rox im ate resu lt of reasonably  foreseeable h an 
dling or use, includ ing  ingestion  by children. T o  come un der the  
purview  of th is  s ta tu te  a p rod uct m u st be in  a con ta iner “in tended  
or suitable for household use.” W e have had som e difficulty w ith  our 
in terp re tive  definition for con tainers in tended or suitable for house
hold use to  the satisfaction  of firm s w ho produce p rim arily  for indus
tria l use, b u t w hose products m ay reach a hom e and its environs.

W e have been asked ra th e r frequently  to  exem pt a w hole line of 
p roducts from  com pliance w ith  the  s ta tu te  because they are produced 
prim arily  for industria l use. W e have no t been able to  m ake any such 
sw eeping exem ption. W e have g ran ted  th a t products labeled, m ar
keted and used for industria l purposes do no t require labeling  under 
the F ederal H azard o u s S ubstances L abeling  Act. O n the  o ther hand, 
m erely labeling a p roduct “for in du stria l use” does no t provide a basis 
for no t labeling  products in com pliance w ith  the  sta tu te .

On A ugust 12, 1961, we published in the Federal Register rather 
com prehensive definitive and in terp re tiv e  regula tions w hich we felt 
w ere necessary for orderly  com pliance and enforcem ent of th is  im 
p o rtan t consum er s ta tu te . T hese  final regu la tions w ere enacted after 
ra th e r  sto rm y response to  proposed regulations published in A pril. 
One of the  m ost im p ortan t decisions m ade in connection w ith  the  
regula tions w as the  definition of a substance toxic by ingestion as one 
w hich w ould produce in a group  of te s t anim als death  in one-half or 
m ore than one-half when fed at a single oral dose of SO m g/k ilo  of body 
w eigh t of te s t anim al. I t  w as argued th a t a m uch low er dose w ould 
be a p referab le level, and th a t m any products w hich w ould be toxic 
to  anim als a t a dose of five gm /k ilo  actually  presen ted  no practical 
hazard  in the  labora to ry  of hum an experience.

T he act itself provided the  reso lu tion  to  these differences of 
opinion. T he  fram ers of the leg islation w ere aw are th a t th ere  w ould 
be instances w here  products w ould m eet laborato ry  te s ts  as hazardous 
substances, b u t for various reasons m ight no t be hazardous to  people. 
T hey  therefore provided th a t w hen it could be found th a t because of 
th e  size of th e  package, the  m inor hazard presented , or for other good 
and sufficient reasons the public health  and safe ty  did no t require all 
of the  labeling required  by the  s ta tu te , th e  C om m issioner could by 
regulation  g ra n t exem ption from  such labeling. W e have developed 
an inform al petition  system  and invite those w ho have the responsi
b ility  for labeling  household products to subm it reliable da ta  indicating
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th a t even if certa in  products are hazardous by the  anim al tests  they  
are n o t hazardous in actual use. "Under th is  exem ption procedure w e 
have g ran ted  modified labeling to  boxes of am m unition, and exem pted 
from  the  required  labeling  for ball po in t pen ink cartridges and refills 
w hen they  m eet certain  specifications. W e have several m ore petitions 
un der consideration  a t th is tim e w hich, if g ran ted , w ould provide 
relief for ra th e r large segm ents of industry .

Improper Labeling of Distributed Stock
T here  has been m uch discussion about the  a ttitu d e  of the  Food 

and D ru g  A d m in istra tion  abou t stocks of p roducts w hich will be in 
various po in ts of the  d istribu tio n  pipelines on F eb ru ary  1. W e have 
a lso  been petitioned  to  suspend the  provisions of the act and the 
regu la tio ns to  give tim e to  in d u stry  to  change over th e ir  m any labels. 
W e have no au th o rity  w hatsoever to  extend beyond F eb ru a ry  the 
prov isions of the  s ta tu te  itself. C ongress alone can do th is. W e do 
have au th o rity  to  ad ju st the  effective date of im plem enting regulations 
if w e do no t by  so doing contravene the  clear in ten t of the law. W e 
w ould no t be justified  in exercising  th is  au th o rity  unless th e  con
sum ers’ in te rest w as no t th ereb y  jeopardized.

W hen  containers of p roducts which are hazardous under the terms 
of the law  are no t properly  labeled on F eb ru a ry  1, 1962 th ey  are sub
jec t to  the  seizure provisions of the  s ta tu te . C ontainers of products 
un der the  law  w hich are shipped in in te rs ta te  com m erce a fte r February 
1 w ill be sub jec t to  th e  seizure prov isions of th e  act and the  shippers 
sub jec t to  the  crim inal provisions.

T he  adm in istra tive  au th o rity  of the  C om m issioner to  suspend 
these  sanctions expires on F eb ru a ry  1, 1962. T here  is before Congress 
a bill to  extend th is adm in istra tive  au th o rity  for an  additional 12 
m onths. W e have no w ay of p red ic tin g  the  outcom e of th is  legislation. 
In  th e  m a tte r  of postponem ent of regu la tions we very  carefully  con
sidered w h a t we m igh t do in th is  regard  w hile still m ain ta in ing  our 
responsib ility  to  Congress and the  consum er to  enforce th is  public 
health  sta tu te . W e saw  no good reason to  suspend the  effective date 
of the  definitive regulations, nor those adm in istra tive  regula tions deal
ing  w ith  procedures or of those dealing with imports. W e did agree 
th a t if labels of hazardous substances com plied w ith  the  s ta tu te  it 
w ould no t be necessary  for th e  required  s ta tem en ts  to  be on th e  labels 
w ith  the  placem ent and type size requirem ents w hich w ere specified 
in  the  regulations. T hese  requirem en ts w ere therefore  suspended un til
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A u gu st 1, 1962. W e believe th a t  th is suspension will provide a measure 
of relief w hich should g rea tly  assist in du stry  du ring  the period th a t 
they  are chang ing  over labels.

W e also provide in our regula tions a s ta tem en t of policy th a t  in 
lieu of com plete change-over of labels we w ould not object to  the  
application of sticker labels to  provide the necessary labeling even 
though  it m igh t no t m eet the  le tte r  of the regulations.

W e are  no t unm indful th a t labeling problem s do exist. I t  will 
be our in ten tion  to  enforce th is s ta tu te  reasonably. W e do in tend  to  
be reasonable also from  the consum er standpo in t and to  do our best 
to  provide in an orderly  m anner and as soon as possible adequate 
w arn ing  labeling to  users and paren ts of sm all children. W e hope 
these m easures w ill rapid ly  b ring  to a m inim um  in ju ry  and illness 
caused by accidental exposure to  household aids. [The End]

FALSE CLAIMS ON LABELS
Beauty Pow er “sk in-toner” device and F ountain-F acial face-cleanser 

pow der have been seized on Food and D rug  A dm inistra tion  charges of 
false and m isleading label claims.

A lm ost 200 “ B eauty P ow er” devices, shipped by Sylvania E lectric 
P roducts, Inc., M uncy, Pa., w ere seized in possession of the dealer, 
B eauty  Pow er, Inc. (C ontour C hair Lounge C orporation ) N ew  York, 
N. Y. T h e  device gives the skin a tingling sensation by m eans of wet 
pads connected to  a sm all pow er transform er. F D A  charged th a t the 
labeling m ade false claims th a t the device was effective for revitalizing 
and resto ring  resiliency to facial m uscles; irrad ia tin g  facial lines; firm ing 
sagging facial contours and double chin; ton ing  flabby m uscles and 
m aking them  stronger, m ore elastic and younger; stim ulating  circulation 
in the facial area; relieving tension; rem oving cropiness of the skin and 
“dow ager’s hum p” ; and im proving skin tex ture . T he charges states tha t 
the device w as neither adequate nor effective for such purposes and is 
not capable of fulfilling the prom ises of benefit sta ted  and implied.

O ver 18,000 packages of “F ountain-F acial witii ‘K eroxylite’ skin 
brightener, cleanser, an tisep tic,” w ere seized in possession of the dis
tribu tor, H opkins Chemicals, Inc., Baltim ore, Md. F D A  alleged tha t 
the labeling of the article falsely represen ted  it as an effective trea tm en t 
for acne, pimples, blackheads, bacterial infections of the skin, and 
inflam m ed hair follicules.
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The Packaging and 
Labeling Hearings
By S. JERRY COHEN

This Talk W as Presented at the Seventeenth Annual Meeting of the 
New York State Bar Association— Section on Food, Drug and Cosmetic 
Law on January 24 in New York City. Mr. Cohen Is Counsel for the Anti
trust and Monopoly Subcommittee on Packaging and Labeling of Food 
and Other Consumer Products of the Senate Committee on the Judiciary.

T H E  E X E C U T IV E  V IC E  P R E S ID E N T  of one of A m erica’s best 
know n ad agencies recen tly  to ld  an audience of po ten tia l adver
tisers  abou t tw o m en w ho had been shipw recked on a desert island 

for a couple of years. O ne day a bo ttle  cam e floating by and  one of 
the m en w aded ou t in the surf to  get it. I t  tu rn ed  ou t to  be a king- 
size Coke bo ttle  and he cam e in ho ld ing  it for his p a rtn e r to  see. 

“Good L o rd ,” he said, “w e've sh ru n k .”
If the hearings th a t S enato r H a r t has been ho ld ing for the  Senate 

A n titru s t and M onopoly Subcom m ittee on packaging  and labeling 
practices of m arket basket item s are any  criteria , the  new  larger king 
size package m ay also m ask shrunken  conten ts.

Problems Facing Consumers
T his practice of reducing con ten t w ith ou t m aking the fact clear 

to  the  bu yer has been one of the bones stick ing  in the th reo a t of the 
consum er. A nd it is no t enough to  say th a t th is is the w ork  of an 
in d u stry  fringe. F ro m  the  exam ples and exhib its we have seen, th is 
is a w idespread in du stry  practice.

O ne econom ist w ho testified a t th e  hearings a ttacked  th is  practice 
as hidden inflation.

T he executive vice p residen t of Sco tt P aper Com pany testified 
th a t th is  w as a p revalen t and a bad practice. H e said, “T here  is room  
for im provem ent in the field of package sizes, because in th is  area a 
m anufactu rer m ay cut the  con ten t s ligh tly  to  g e t a price advantage
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or keep the price to  get a profit advantage. Y et the eye appearance 
m akes the package look very  alike as to  size.” H e m igh t have m en
tioned th a t in m any instances, the  new package in fact looks bigger.

T he  business of com paring prices in view of the m ultip licity  of 
odd sizes and w eights, the  difficulty of finding net w eigh t and  the 
chore of w ading th ro ug h  the  m ass of m eaningless in form ation on the 
package is a problem  of im m ense proportions to  the  consum er.

A nd th is chore is often com plicated by the various “cents off” 
p rom otions w hich m ay or m ay no t be reflected in the retail price. W e 
have seen instances w here the  product has alw ays been “cents off” or 
w here the “cent off” has been used to  conceal a rise in price.

Prem ium s, m eaningless serv ing phrases and other practices of 
w hich you are m ore aw are than  we are, have com plicated the  job of 
shopping un til to  do so ra tionally  has becom e an unduly  difficult, if 
not, im possible task .

As the ad executive p u t it, “F o r the first t im e /w e  have a buyer 
w ho has a job th a t is too big for him. H e has too m any products to 
choose from , too m any b rand  nam es to  learn, too m any needs to 
satisfy. Y et he is equipped w ith  no larger brain  cavity, no m ore 
h igh ly  developed set of m em ory nerves th an  before . . .”

Y et w h at is basic to  a free com petitive system  is th a t the con
sum er m ust m ake a ra tional choice, or a t least have a reasonable shot 
at it, if he w an ts  to.

T h is  is w h a t our hearings are all about.
In  th is  exp loding prepackag ing  area, the problem  of g e ttin g  

essential in form ation takes on added urgency  because of th is  same 
grow th . T oday  there  are approxim ately  8,000 item s in the average 
superm arket, the  g rea t m ajo rity  of w hich are prepackaged. In  the 
nex t decade, it has been estim ated there  will be 20,000 such item s.

A nd w here does the shopper g e t the essential inform ation about 
the p roducts?  T here  is no salesm an, no exp lanatory  lite ra tu re , no 
groups or agencies evaluating  the conten ts. T he sources of in form a
tion are tw o— the package and the advertising . U nless we w an t to  
ta lk  about requ iring  essential in form ation in advertising , only the  
package rem ains.

I can’t em phasize too strong ly  the fact th a t the  shopper can look 
only to  the  package itself as the  spokesm an for the m anu fac tu rer to  get 
the in form ation he needs to  carry  ou t his ob ligation in a free en te r
prise econom y to shop rationally .
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I stress th is  only to dem onstra te  th a t the  focus of Senator H a r t’s 
inquiry  is based on th is  prem ise of ra tio na lity  th a t is basic and ele
m ental in our econom ic system —as basic and elem ental as how m uch 
is in the  package and how m uch is being paid for it on a per un it basis.

W h a t possible objection can th ere  be to  g u aran tee ing  th a t the 
shopper be given th is basic in fo rm ation by the  m anu fac tu rers’s rep re 
sen ta tive  on the  shelf— the package— in a m anner th a t is readily  ob
servable and readily  understood.

T he question of quality  is no t involved. If the  custom er w an ts  to  
pay m ore or less for a p articu lar com m odity based on quality , fine. 
B u t first, th is  question m ust be answ ered. H ow  m uch m ore, or less 
am I pay ing for th is p roduct com pared to its com petitors on the shelf?

W h a t in d u stry  can leg itim ately  ob ject to  is th a t in devising a 
serum  to  cure th e  ill, we trig g e r side effects m ore harm ful th an  the  
orig inal disease. T h is  is a proper area of concern, particu larly  by the 
group  here. All I can say is th a t Senator H a r t is well aw are of the 
problem s in devising app ropria te  legislation and th ere  is no in ten tion  
to  s tra it jacket or significantly  re stric t in d u stry  flexibility.

T here  is an in ten tio n  to devise leg islation th a t w ill help gu aran tee  
th a t the  consum er can get th is basic in form ation from  the  package in 
a w ay th a t can be reasonably  determ ined.

T w o  basic objections have been m ade to  possible legislation. 
F irs t, th a t th e  sub ject m a tte r  is too com plex to- lend itself to  leg isla
tion. Second, th a t  self-regulation  is the m ost effective answ er to  the 
abuses th a t adm itted ly  exist.

A s law yers, you know  th a t the  argum en t th a t a sub ject m a tte r  is 
too  com plex for legislation is in rea lity  a  s traw  m an. M ost sub jects 
of legislation are com plex— particu larly  in th is com plex society. T o 
say th a t a sub ject is too com plex for legislation m isses the po in t of 
our legislative system . C om plexity m eans only th a t g rea te r care m ust 
be taken in devising the legislation. F rank ly , and  I th in k  you w ould 
all agree, th is  sub ject m a tte r is no m ore nor less com plex th an  the 
m any o ther sub jects about w hich legislation is passed each year.

Som etim es u n certa in ty  as to w h a t can be done w ith in  p resen t law 
is confused w ith  com plexity of sub ject m atter. I t  m ay well be th a t 
the  p resen t law  is no t adequately  draw n to cover th e  g row th  or ad
vances of the  p ast ten  years, or the  pro jected  g row th  o r advances of 
the future.
PACKAGING AN D LABELING HEARINGS PAGE 145



W h a t m anner of packaging  and labeling of foods and drugs and 
cosm etics is now  perm issib le under the  p resen t law  is difficult to 
determ ine. T he extrem es are no t so difficult to  determ ine. B u t th a t 
g rea t g ray  area  of w h a t is or is no t “conspicuousness,” and “no t m is
lead ing” for instance, is often a m a tte r  of w him  ra th e r th an  a question  
of certa in ty . Do any of you consider there  are clear guides by  w hich 
you can safely advise yo u r clients. I subm it th a t too often w h a t is 
allow able depends on the zeal of the enforcing agency and the a ttitu d e  
of the  court th a t m igh t be involved.

In  th is  area of packaging and labeling, does the estab lish ing  of 
reasonably  definite stan dards w ith  flexibility for exceptions w here 
necessary com plicate or sim plify the situation? A nd w h at about those 
nonfood, d ru g  and cosm etic p roducts th a t com pose 40 per cent of the 
profits in the average superm arket?

T here  is no law  covering them  w hatsoever. Y e t you dare no t take 
the  chance of advising th a t no con ten t designation be p u t on the 
package. T he F T C  could conceivably becom e in terested . W h a t 
guide do you have for adv ising your client in th is  area?

T he law  to  be effective m ust com bine bo th  certa in ty  and flexi
bility. A dm inistra tive  w him  and legal guessw ork are no t a fair 
substitu te .

In  regard  to  self-regulation , in th is  v as t $70 billion a year in du stry  
covering so m any products, sold in so m any ou tlets, self-regulation  is 
difficult, if no t im possible.

W ith o u t sanctions, self-regulation is difficult. In  an in du stry  as 
highly com petitive as the food in du stry  w ith  profit m arg ins so n o to ri
ously low, self-regulation becom es v irtua lly  im possible. I t  is signifi
can t th a t a  s ta r t has been m ade by the  C ereal In s titu te . I t  is m ore 
significant th a t to  date, the  cereal m anufac tu rers s tan d  v irtua lly  alone 
in a ttem p tin g  self-regulation.

W o u ld n ’t  it be fa irer to  all concerned, the consum er, th e  m anu
fac tu rers  and th e ir  harassed  law yers, if the m erchandising b a ttle  could 
be fought w ith in definitive g round  rules th a t w ould m ake product 
superio rity  and price advantage, in stead  of gim m ick inventiveness, the 
th ru s t of the  sales cam paign ?

You are sure to  be disappoin ted in w h at I have said today. I 
know  th a t you hoped to  get from  m yself and  M r. W illiam s som e idea 
of w h a t ty pe  of leg islation  is in m ind. H ow ever, w hen S enato r H a r t 
s ta ted  th a t no legislative proposals w ould be considered un til all the
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testim ony had  been com pleted, he w as s ta tin g  a policy th a t he has laid 
down to w hich we have all adhered. So I cannot tell you w h at legis
lative proposals you can look forw ard  to , o r askance at, sim ply because 
there  p resen tly  are none.

F u rth e r, a lthough  you m ay be s ligh tly  skeptical, Senator H a r t’s 
m ind is com pletely open to any  ideas any of you m ay w ish to  propose 
th a t have as th e ir end the  sim plification of the  task  of buying. W e 
welcome your ideas. They will actually be given careful consideration.

I hope you have sensed by the  m anner in w hich the  hearings are 
being  conducted th a t we do no t in tend  to  be stam peded in to h asty  or 
ill-conceived legislation. O n the  o ther hand, we are no t prepared  to  
accept the s ta tu s  quo.

T he  econom ics, the m orta lity , the realities of the  situation  de
m and app ropria te  action. T he  consum er and ethical m anufactu rer 
the  re ta ile r and w holesaler alike need legislative assistance to  be tte r 
perform  th e ir  respective jobs in th is free economy.

W ith  your help and th a t of o ther affected parties, we hope to  do a 
legislative job th a t will benefit all and shackle none; th a t will be 
definitive y e t flexible ; th a t will sim plify, ra th e r than  m ake m ore 
com plex. [The End]

PROPOSED RESTRICTION OF PERNICIOUS ANEMIA DRUGS
T h e Com m issioner has announced a proposed general sta tem ent of policy 

on the m isbrand ing  and ad u lteration  of preparations for the trea tm en t of p e r
nicious anem ia. T he policy s tatem ent w ould provide th a t any d rug  w hich con
tains, or pu rpo rts  to contain, in trinsic facto r o r in trinsic facto r concen tra te  will 
be regarded  as m isbranded unless labeled w ith  the  legend “ Caution— Federal 
law prohib its  d ispensing w ithout a p rescrip tion”. A ny drug intended for oral 
ingestion in the trea tm en t or prevention of pernicious anem ia, or which contains, 
or p u rp o rts  to contain, in trinsic  factor o r in trinsic factor concentrate will be 
regarded  as m isbranded unless labeled w ith  legend “C aution—T h is  preparation  
is no t a reliable substitu te  for paren tera lly  adm inistered  cyanocobalam in (vitamin 
B«) in the m anagem ent of pernicious anem ia. Periodic examinations and labora
to ry  studies of pernicious anem ia patien ts are essential.”

In  addition, the  sta tem en t w ould provide tha t, since in trinsic facto r and 
in trinsic facto r concen tra te  are food additives, any food containing these sub
stances will be regarded  as adulterated . In te res ted  persons m ay subm it their 
views on the  proposed regulation  by M arch IS, 1962. F ood, D r u g , C o sm e t ic  
L a w  R eports—Regulations, U 1011.
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Report From the Food and 
Drug Administration

By M. R. STEPHENS

The Author Is the Director of the Bureau of Enforcement, Food and Drug 
Administration, Department of Health, Education and W elfare. He De
livered This Talk at the Meeting of District Number Two of the Ameri
can Association of Colleges of Pharmacy and National Association of 
Boards of Pharmacy on November 3, 1961, at Williamsburg, Virginia.

WH A T  IS  T H E  S E T T IN G  in w hich the  pharm acist and the 
regu la to ry  official find them selves today  in th e ir  jo in t effort to  
ensure the  in teg rity  of the national d rug  supply?

Briefly it is this. T he annual sales of p rescrip tion  drugs have 
jum ped from  $200 m illion in 1939 to over $2jH billion today. I t  is 
s ta ted  th a t the  cost of drugs is now  20 per cent of the to ta l bill for 
m edical care in th is country . W e have w itnessed the  developm ent of 
a w ide varie ty  of new d ru g s ; 90 per cent of the prescrip tions are 
w ritten  today  for d rugs no t on the  m arket 20 years ago. T h ere  has 
been an am azing  revolution in the  d rug  field in th e  last tw o  decades 
th a t has con tribu ted  enorm ously to  com bating ill hea lth  and has been 
a m ajor facto r in the dram atic  advances of m edical science.

Clearly, in th is  schem e of th ings the pharm acist plays a  m ost 
v ita l role. H is responsib ility  as the custod ian  and dispenser of our 
national d rug  supply is bo th  g rea t and grave.

W h a t does th is stew ardsh ip  entail and how good has it  been? 
A full exp loration  of the question could lead us in to  a discussion of 
the  ph arm ac ist’s obligations from  the standpo in t of the eth ics of his 
profession as w ell as his obligations un der sta te  and federal law.

T he m a tte r  of eth ics of the pharm acist we leave to  the leadership 
of yo u r profession. T he teachers of pharm acy have made, over the 
years, and  are con tinu ing  to  m ake, a trem endous con tribu tion  in  th is
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field. W e com m end you for yo u r u n tirin g  efforts to  im prin t on the 
m inds of the  pharm acy stu den t the basic concepts of public service 
and  responsibility .

T he m a tte r  of com pliance w ith  s ta te  law  we leave to  the  B oards 
of P harm acy  and o ther duly authorized sta te  agencies. As w e go 
forw ard  in ou r regu la to ry  program s in the prescrip tion  d rug  field 
we are estab lish ing  a closer w ork ing  relationsh ip  w ith  our cou n ter
p a rts  on the s ta te  level. S tron g  regu la to ry  program s are being carried 
on in a large num ber of states. T h is  is helpful and encourag ing  to 
all w ho share responsib ility  in th is  g rea t field.

Pharmacist's Responsibility
I w ould like today to  ta lk  specifically about the responsib ility  

of th e  pharm acist under the te rm s of the  F ederal Food, D rug , and 
Cosm etic Act. H ow ever, from  m any discussions I have had w ith  
responsible leadership in your profession, whether as operating pharm a
cists, teachers o r regu la to ry  officials, I can only conclude there is one 
com m on goal sough t by professional eth ics and by la w : to ensure 
the  in teg rity  and safety of the  drugs th a t are p u t in to the hands of 
the  sick. T h is  is a m ost w o rthy  goal and a trem endous task  for each 
and  all of us in our respective fields.

O ur first obligation and consequently  our num ber one step  is 
to  see th a t d rugs as m anufactured  and delivered to  you are of unques
tioned  com position and safe ty  as w ell as honestly  and in form atively  
labeled.

Once p roper m anu fac tu ring  and labeling is achieved and the 
drugs have m oved in proper channels to  those authorized  by law  to 
handle them , we m ust then look to the  pharm acist to  safeguard  the 
d rug  un til it gets to the user. As you know , the  federal lawT, as w ritten  
and in terp re ted  by the courts, clearly  in tends th a t the in teg rity  of the 
d ru g  be assured all the  w ay to  the  p a tien t’s hands.

H ow  does the pharm acist m ake certa in  th a t the  drugs he buys 
are of unquestioned  com position and properly  labeled? H e buys 
properly  packaged and labeled drugs from  know n, established, re 
sponsible people in the d rug  business. In  th is  connection we have 
stepped up ou r ra te  of inspection of pharm aceutical m anufacturers and 
the sam pling and analysis of th e ir  products. W e expect th is year to 
exam ine m ore th an  tw ice as m any sam ples rep resen ting  the  ou tpu t 
of the  drug in d u stry  as w ere exam ined last year. W e are tak in g  a
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d o se r  look to  see th a t m ethods of m anufacture and labeling practices 
on new  drugs are consisten t w ith  the m ethods and practices described 
in the  effective new -drug  application.

W e have m ade basic changes in the regula tions dealing w ith  the 
labeling of prescrip tion  drugs. A s you know , in Septem ber, 1961, we 
issued in final form  a  regulation  requ iring  each prescrip tion  d rug  
(except those w hose uses and con traind ications are com m only know n 
to doctors) to  bear full d irections and any necessary  w arnings.

H ere  are som e o ther m easures we have taken  to  ensure the 
in teg rity  of the  ph arm ac ist’s basic d rug  supply and to  p ro tec t him  
from  those w ho w ould sell him  spurious, or w orth less drugs.

Protection Against Counterfeit Drugs
L egal actions have been stepped up du ring  the  past year against 

counterfeit drugs. Counterfeiting has been a recurrent problem through 
the years and one of vary ing  in tensity . W e had to  b rin g  crim inal 
actions in the early  1950’s to  break up a counterfe it racket. In  the  
past couple of years we have had to  renew  ou r contro l efforts.

T he drugs w hich are usually  selected by the counterfe iters are 
the w ell-know n, w idely-prescribed, large volum e products. T hey  are 
m ade in such precise im itation  of the genuine articles th a t differences 
are  discernable only by specialized techniques of m icroscopic, ballistic, 
or chem ical exam ination . I am sure you recognize th a t the danger 
in th is  s itua tion  is th a t the  counterfeits of im p ortan t m edications do 
no t pass th ro ug h  the safe ty  clearances o r m anu fac tu ring  control 
p rocedures necessary to  assure a  safe p roduct th a t com plies w ith  the 
Food, D rug , and Cosm etic Act.

E arly  th is year, cooperative efforts of the  N ew  Jersey  sta te  
officials, th e  D ep artm en t of Justice  and the  Food and D rug  A dm inis
tra tion  resu lted  in charg ing  the G eneral P harm acal C om pany of 
H oboken, N ew  Jersey  w ith  the  m anufacture  and d istribu tion  of 
counterfe it drugs. All indications are th a t th is  firm w as the nucleus 
of the  counterfeit d rug  racket w ith  nationw ide d istribu tion . E xtensive 
surveys by  the Food and D ru g  A dm in istra tion  du ring  the  past tw o 
years have linked all of the  counterfe its w hose orig in  has th u s  far 
been determ ined w ith  G eneral Pharm acal. T w o  thousand  seven h u n 
dred sam ples collected a t 900 d rug sto res in F eb ru ary  and M arch 
disclosed nine sam ples of counterfeits from  nine d ifferen t stores. W e 
believe th a t cu rta ilin g  the operations of th is  m anufac tu rer and dis
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tr ib u to rs  of its  o u tp u t has broken the  backbone of the m ajo r coun ter
feit d rug  racket in the  country . B u t we still recognize the  po ten tial 
hazard  and  in tend  to v igorously  pursue w ip ing  ou t th is  racket w hen
ever it springs up.

A lthough  th e  center of d istribu tion  of these counterfe it d rugs was 
a w holesale d ruggist, we are happy  to  repo rt th a t w holesalers gen
erally  did no t take p a rt in th is  frau du len t operation.

T h is  fact should also be very  g ra tify ing  to  the  pharm acist for 
it m eans th a t if he is reasonably p rud en t in the  conduct of his business 
he need have no fear of becom ing an u n w itting  p a rtn e r w ith  the 
coun terfe ite r in carry ing  ou t his nefarious scheme.

W h a t m ade th is surge of counterfe iting  possible? T he answ er is 
very  sim ple. A num ber of pharm acists, in hopes of a quick dollar w ere 
w illing to  ignore the  eth ics of th e ir  profession and flaunt the  law  by 
engag ing  in th is  evil and dangerous practice. T here  m ay be some 
who w ere u n w itting  and innocent victim s of the counterfeiter. H ow 
ever, w e find it difficult to  accep t a t face value pleas of good fa ith  by 
th e  pharm acist charged w ith  dealing  in counterfe it d rugs w hen we 
have evidence he has boug h t for a price, outside the ord inary  and 
usual channels, and w hen delivery of life-saving types of d rugs has 
been m ade under the  counter to  him  in partia lly  or en tirely  unlabeled 
cellophane and paper bags and o ther such unorthodox  containers.

Illegal Use of Physician's Samples
Another m atter to  w hich w e have devoted a g rea t deal of tim e in 

recent m onths is the cam paign against the m ishandling  of physic ian’s 
sam ples. T he abuses w hich w e encountered  cam e to ligh t as an o u t
g row th  of our investigations concern ing counterfeit drugs.

Y ou are w ell aw are of the  w idespread practice of fu rn ish ing  
physicians w ith  d rug  sam ples. H ow ever, som e of you m ay no t be 
as w ell aw are of the  practices w hich have grow n up prim arily  because 
physicians do not w an t m any of the drugs they  receive. T hese so- 
called “w aste b ask e t” d rugs have been collected by repackers w ho 
destroy  th e  essential labeling and then  m ark et th e  repacked drugs 
to  re ta il pharm acists. Investiga tio ns of these operations have resu lted  
in som e 40 seizures in recen t m onths and som e of them  involved m any 
thousands of dollars w orth  of m erchandise.

O u r survey in th is  area  has uncovered gross carelessness in the 
handling  of extrem ely  po ten t and life-saving drugs.
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O u r inspectors have reported  abuses such a s :
(1) D isregard  for the expiration  dates of antib iotics.
(2) M ix-up of d rugs no t only as to  id en tity  b u t also w ith  respect 

to  s treng th .
(3) D estruction  of essential labeling con tain ing  directions, w arn 

ings and precau tions for th e  safe and effective use of the drug.
Inspecto rs  have reported  several instances w here firms had  d rugs 

in tended only for investigational use on th e ir  shelves. T hey  w ere 
labeled : “C au tion : L im ited  by U n ited  S ta tes  law  to  investigational 
u se” . D istribu tio n  of such drugs is legal only to  persons conducting  
research.

A s a resu lt of the finding of such serious abuses C om m issioner 
L arrick  m ade the  follow ing recom m endatio ns:

(1) P harm aceu tica l m anufac tu rers curta il and  control the  d is
trib u tion  of physic ian’s sam ple drugs and supply  physicians only w ith 
the drugs they  w an t and will use.

(2) T h a t th e  m edical profession th ro u g h  its  m edical societies 
request th e ir m em bers to  stop  accep ting  physic ian’s sam ples unless 
they  in tend to  use them  in th e ir  practice and to  destroy  all sam ples 
th ey  do no t use so th ey  will no t be d iverted  from  th e ir in tended use.

(3) T h a t physicians and represen ta tives of pharm aceu tical m anu
factu rers (detail m en) discontinue d istrib u tin g  physician sam ple drugs 
to  retail pharm acists for dispensing.

(4) T h a t pharm acists  discontinue using physician 's sam ples to  
fill prescriptions.

(5) T h a t d rug  firms im m ediately check on th e ir system s of ac
coun ting  for new  drugs for investigational use to  be certain  th a t any 
n o t used in clinical investigation  are destroyed.

(6) T h a t physicians and others engaged in the evaluation of new  
drugs destroy  any  stocks of investigational d rugs n o t used.

T he  Food and D ru g  A dm inistra tion  has no ob jection to  d rug  
m anufactu rers fu rn ish ing  pharm acists w ith  free prescrip tion  d ru g  
sam ples bu t recom m ends th ey  do so by  supply ing  pharm acists w ith  
fully labeled and packaged products and not w ith  physicians’ sam ples.

A num ber of d rug g ists  have vo lun tarily  destroyed physicians’ 
sam ples w hen Food and D ru g  A dm in istra tion  inspectors po in ted  ou t 
th a t they  w ere no t in tended to be sold.
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W e have had ou traged  cries from  some, w ho in the  nam e of 
pharm acy, have p ro tested  our physic ian’s sam ple program  and the 
m anner in which they  have heard  it is being carried out.

P erh aps it m igh t be argued  th a t ou r view  about the in app ro pria te
ness of orig inal packages of physicians’ sam ples being  in possession 
of, and used by, the  pharm acist in filling prescrip tions is no t sound. 
T h is  is a legal question  for the  courts to  pass on b u t in any event 
to  dw ell on th is  ra th e r iso lated  and som ew hat triv ia l question is to  
fail to  recognize the  real seriousness of th e  practical aspects of the  
w ay physician sam ples have been handled. If I w ere to  ou tline in 
detail som e of the conditions w e have found, I th ink  there  w ould be no 
denial by anyone of you th a t there  have to be some changes made.

Now, as to  the  m anner in w hich the  program  is being carried  
o u t by ou r inspectors.

W e have had a num ber of reports, we assum e all in good faith , 
of im proper, if no t o u tr ig h t illegal conduct by  ou r inspectors. B eliev
ing  them  to  be m ade in good faith  by responsible people, we here, like 
w e do in all such situations, had a careful check-up m ade to  ascertain  
th e  facts. In  no instance w ere we able to  sub stan tia te  the  charges.

L e t me hasten  to  add, how ever, th a t th is  is n o t to  be taken  as a 
brush-off for any fu tu re  com plain ts. If you, on the  basis of facts 
know n to  you or know n to  any o ther responsible person, have reason 
to  question  the  conduct of a Food and D ru g  A dm in istra tion  em ployee 
w e u rge you to  b rin g  it to  our a tten tion . W e assure  you it w ill be 
carefu lly  investigated . C harges of m isconduct from  a responsible 
source are no t taken ligh tly  by us.

A ll of those regu la to ry  steps I have m entioned are designed to  
give confidence and protection  to  the eth ical pharm acist in his d rug  
pu rch asin g  and d ispensing  and m ost of all to- assu re  th a t the pa tien t 
is go ing to  g e t the  d rug  the  physician has ordered for him.

H ow ever, th e  responsib ility  of the  Food and D ru g  A dm in istra tion  
does no t end a t th is  point. W e have the  responsib ility  to  see th a t 
p rescrip tion  drugs are tu rn ed  over to  th e  pa tien t only upon the specific 
o rd er of the physician. T h is  is w h at the  D urham -H um phrey  A m end
m ent of the  A ct requires.

A fter several years of enforcem ent of th is  A m endm ent we still 
find a sizeable num ber of pharm acists  w ho are w illing to  sell p rescrip 
tion drugs w ith ou t a docto r’s order.

T his p as t year 144 crim inal cases w ere term inated . S ix ty-tw o 
involved drugsto res and pharm acists. T he rem ainder, for the  m ost
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part, w ere unlicensed or unau thorized  ou tle ts  such as cafes, tru ck  
stops, peddlers, etc., w ith  som e physicians w ho w ere m ore in terested  
in peddling d rugs th an  in th e  bona fide practice of medicine.

Seventeen individuals, including th ree  pharm acists, w ere sen t to  
jail and m ateria l fines and  probation  w ere im posed in o ther cases. 
In  te rm s of the  pharm acy  profession we unquestionab ly  are seeing an 
im provem ent. In  th e  te rm s of the  over-all problem , w ith  particu lar 
reference to  the  illegal d istribu tion  of am phetam ines, we are  n o t as 
sanguine. W e have seized hundreds of thousands of the so-called 
“pep p ills” and stiff sentences have been im posed against offenders 
b u t th e  operation  seem s to  go  a little  deeper underground  and  con
tinues to  flourish in spite of th e  considerable m anpow er w e have p u t 
on it. T he  lure of th e  quick and easy do llar is great.

W ith  som e b e tte r regu la to ry  tools and w ith  a g row ing  recogn ition  
by th e  cou rts  of the  seriousness of the  health  hazard  involved in th is  
pill peddling  w e eventually , w ith  the  help of your profession and the 
s ta te  regu la to ry  officials, w ill be able to  cope w ith  the  problem . U n 
less w e m ove vigorously  and w ith  d ispatch  it  is no t unreasonable to  
expect th a t  w e m ay have m ore h ighw ay accidents a ttrib u tab le  to  the 
m isuse of am phetam ines.

I know  th a t you as leaders in pharm acy w ill agree th a t every 
reasonable safeguard  m ust be used to  assure th e  in teg rity  of our d rug  
supply. No one group  or o rgan ization  can do th e  job alone. T he 
g rav ity  of our problem s in th is  area behooves us to  w ork  to g e th e r 
in the  fu llest p ractical sense to  achieve our com m on goal. T he  hour 
is late. [The End]

“ FULL DISCLOSURE” EXEMPTION
T h e Food  and D ru g  A dm inistra tion  recen tly  announced th a t d rugs subject 

to  new  drug  applications or requiring  certification will also be considered for 
exem ption from  the “full disclosure” package inform ation regulations when infor
m ation about them  is com m only know n to m edical p ractitioners.

T he “full disclosure” regulations, adopted last Septem ber, perm itted  such 
exem ptions only for drugs no t subject to the new  drug  or certification re 
quirem ents.

T h e  change in regulations now  perm its drugs for hum an and v e te rin ary  use 
in all categories to  be exem pted by the C om m issioner w hen statem ents contain ing 
convincing grounds for exem ptions have been subm itted  in w riting.
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Animal Feeds Under Federal Law
By CHARLES G . DURBIN

The Author Is the Veterinary Medical Director of the Division of 
Veterinary Medicine, Food and Drug Administration, Department of 
Health, Education and Welfare. This Speech W as Delivered at the Texas 
Nutrition Conference, College Station, Texas on October 5, 1961.

1 W A S  D E L IG H T E D  to accept on behalf of the Food and D rug  
A d m in istra tion  the  inv itation  to  come to  T exas and discuss w ith  

you briefly som e of the  problem s facing the  feed industry , the  farm er 
and the  Food and D ru g  A d m in istra tion  un der the  provisions of the 
F ederal Food, D rug , and Cosm etic Act. L e t me hasten  to  po in t ou t 
th a t th is  is no t a prepared  speech in the sense th a t I will stick  to  the  
com plete te x t w hich I have before me. I w ould like to  read p a rts  of 
it and  com m ent as I go a long and a t the  end I will a ttem p t to  answ er 
som e of the questions w hich I am sure th is  p resen ta tion  will leave 
unansw ered .

T echnological developm ents in the  anim al feed in du stry  require 
bo th  the  s ta te  feed-control officials and  the  F ederal Food and D rug  
A d m in istra tio n  to  devote an ever increasing  am ount of tim e to  it. 
T rad ition a lly  the  s ta te  feed-control officials have taken the  in itia tive  
and leadership in the  regula tion  cf anim al feed. W hile  w ork ing  closely 
w ith  the  s ta te  officials th ro ug h  p ast years, federal officials have re
m ained m ore or less in the  background . T he  s ta te  of T exas has had 
a very  active prog ram  un der th e  T exas Com m ercial Feed C ontrol A ct 
of 1957. M ost s ta te  officials have been prim arily  responsible for a ssu r
ing  feeders th a t feeds th ey  have boug h t w ere properly  prepared  and 
accu rate ly  labeled. U n til only about ten  o r 12 years ago, regu la to ry  
activ ities under federal law  w ere largely  lim ited to  actions designed to 
supplem ent the  w ork  of sta tes, pa rticu la rly  in those cases w here the  
broader ju risd ic tions of th e  federal law  w ere needed to  im plem ent 
s ta te  action.

U p  to  th is tim e, an anim al feed had been an uncom plicated article 
consisting  sim ply of p roducts of the  soil used as  a source of no u rish 
m ent. T h e  application  of the  en tire  F ederal Food, D rug , and Cosm etic
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A ct to  such products could be discussed exhaustively  in a  few p a ra 
graphs. Scientific developm ents in the  production  of livestock and 
poultry and the advent of medicated feeds have required numerous changes 
in the pattern of control just as they have in the formulation and pro
duction of anim al feeds.

L e t me briefly outline the m ost significant sections of the  F ederal 
Food, D rug , and Cosm etic A ct th a t affect the  feed. T he first federal 
act w as passed in 1906. A dm inistra tive  experience soon disclosed gaps 
in the  pro tection  afforded by the 1906 act. A fter a long legislative 
h is to ry  a new  act w as adopted, the Food, D rug , and Cosm etic A ct of 
1938. W e are now  function ing  un der the A ct of 1938 and its  various 
am endm ents.

Before discussing the  various sections som e definitions are neces
sary. T he  term  “food '’ is defined to  m ean, in part, “articles used for 
food or drink for man or other animals” ; and I wish to emphasize or other 
animals because th is  is a very  im p ortan t po in t in th e  discussion to  take 
place. T he term  “d ru g ” is defined, in part, to  m ean “articles in tended 
for use in the  diagnosis, cure, m itigation , trea tm en t, or p reven tion  of 
disease in m an or o ther anim als” ; and “articles in tended to  affect the 
s tru c tu re  or any  function of the  body of m an” and again “or o ther 
anim als.”

W ith  these tw o basic definitions, as taken from  the  act, I  believe 
w e are in a position now  to discuss som e of the o ther te rm s used 
w hich apply m ore d irectly  to  the feed m anufac tu rer a n d /o r  d istribu to r. 
W e use som e of the follow ing daily and we som etim es fail to  un der
stand  w hy th ey  seem so foreign to  o ther people. One of these te rm s 
is “new  d ru g ” w hich is defined in the  act, in part, as follow s: “A ny 
d rug  the  com position of w hich is such th a t such d rug  is no t generally  
recognized, am ong experts qualified by scientific tra in in g  and experi
ence to  evaluate the safe ty  of drugs, as safe for use under the condi
tions prescribed, recom m ended, or suggested  in the  labeling thereof, 
• . . . ” In  o ther w ords, new drugs are those drugs for w hich the  
safety, because of the  sho rt tim e in use or in new  types of use, has not 
been com pletely established. Before feeds con ta in ing  new  drugs can 
be m arketed  in in te rs ta te  com m erce, there  m ust be on file w ith  the 
Food and D ru g  A dm inistra tion  an effective new  d rug  application for 
th e  particu lar feed.

Form FD-356
Before the  Food and D ru g  A dm inistra tion  m ay perm it new  d rug  

applications to  becom e effective, evidence re la ting  to  the  safe ty  of
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such a d ru g  along w ith  the  adequate data  of research involving it is 
required. J u s t recen tly  a revised F orm  FD -356 becam e available. 
T h is is the  form  used by  firm s for su b m ittin g  new  d rug  applications. 
A t th is point, I w ould  like to  outline th e  p ertinen t po in ts covered by 
th is  form , each of w hich is explained in detail on th e  form.

(1) F u ll repo rts  of all investigations th a t have been m ade to  
show  w h eth er or no t the d rug  is safe for use.

(2) A full list of the articles used as com ponents of the  drug.
(3) A full s ta tem en t of the  com position of the  drug.
(4) (a) A full descrip tion of the  m ethods used in the  m anufacture, 

processing and packing of the drug, (b) A full descrip tion of the 
facilities and contro ls used for the  m anufacture, processing and packing 
of the drug.

(5) Sam ples of the  d rug  and articles used as com ponents.
(6) F ive copies of each label and o ther labeling to  be used for 

the  drug.
(7) A s ta tem en t as to  w h e th er th e  d ru g  is (or is no t) lim ited in 

its  labeling  and by  th is application to  use under the professional 
supervision of a p rac titio ner licensed by  law  to  adm inister it.

(8) If th is  is a supplem ental application, full in form ation on each 
proposed change concern ing any s ta tem en t m ade in the  effective 
application.

(9) I t  is understood  th a t  the labeling and adv ertis in g  for the  
d rug  w ill prescribe, recom m end, or suggest its use only un der the  
conditions s ta ted  in the labeling w hich is p a rt of th is  application, . . . .

T h is  new  form , in w hich th e  m ost recent changes are included, 
becam e effective on M ay 27, 1961, and  requires four ty p ew ritten  pages 
to  explain the  various requirem ents. I have a few copies of these  w ith  
me, if anyone is in terested , and I am  sure th a t m ost of you have seen 
th is  reproduced som eplace or ano th er recently . N ew  d rug  applications 
are m ade effective on the  basis of safe ty  and each p a r t of the  new  d rug  
app lication  has its effect on th e  safe use of the  product. T herapeu tic  
efficacy is not generally  taken  in to consideration.

M any of you, I am  sure, are fam iliar w ith  the  Official Publication 
o f the Association o f American Feed Control Officials. E ach  year in it 
there appears a lis t of “new d ru g s” and a list of “no t new  d rug s.” 
C ertain drugs cease to be classified as new  drugs w hen, in the  opinion 
of experts qualified to  judge  safe ty  of new drugs, sufficient experience
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has been gained in th e ir  use to  w a rran t th e ir  classification as “not 
new  d rug s,” how ever, it m ust alw ays be kep t in m ind th a t even those 
drugs w hich m ay be listed  as no t new  drugs can rev ert to  new  d rug  
s ta tu s  because of new  recom m endations, m ix tures an d /o r  levels. I 
th ink  an exam ple m ay help here. P henoth iazine  is a w ell-know n 
an thelm in tic  for cattle , sheep, swine, horses and poultry  and un der the 
proper labeling, adequate directions for use and w arn ings against 
m isuse, th is  product, w hen m ixed in com m ercial feed, w ould not be 
considered in new  d ru g  sta tus. H ow ever, if a feed m ixer decided to 
increase the recom m ended dose beyond th a t generally  recognized as 
safe, or, let us say, he decided to  recom m end the m edicated feed for 
the  trea tm en t of chronic resp ira to ry  disease in po u ltry  or the  p reven
tion of coccidiosis in poultry , any  of these w ould cause phenothiazine 
to  revert to  a new d ru g  sta tus. I t  w ould then  be necessary  for the  feed 
m ixer to file a new d rug  application w ith  the  Food and D ru g  Adm inis
tra tion  before the product could be legally m arketed  in in te rs ta te  
com m erce.

Recent Court Decision
A nd since we have m entioned in te rs ta te  com m erce, it m ay be well 

to  po in t ou t a recen t decision handed down by the U nited  S ta tes 
C ourt of A ppeals for the Second C ircuit, em phasizing the  ju risd ic
tional au th o rity  of the F ederal Food, D rug , and Cosm etic A ct over 
p roducts w ith in  a given state. Briefly, the  appellate court, in the 
Pinnochio case reversed the  low er cou rt’s dism issal of the libel of a 
blend of vegetab le oils, com ponents of w hich had been received in 
in te rs ta te  com m erce b u t the  blend itself had no t been shipped ou t of 
s ta te  and, in th is case, the  s ta te  w as N ew  Y ork state. T he cou rt of 
appeals held th a t section 304(a) of the F ederal Food, D rug , and Cos
m etic A ct au thorizes the  U n ited  S ta tes to  proceed against and seize 
m isbranded or adu ltera ted  products m ixed en tirely  w ith in  the  sta te  
w hen the com ponents had m oved in in te rs ta te  com m erce. T h is  is the 
m ost recent of a num ber of such cases po in ting  ou t the au th o rity  of 
the federal act over p roducts th a t are adu ltera ted  or m isbranded w hile 
held for sale, w hether or no t the  first sale a fte r sh ipm ent in in te rs ta te  
com m erce. As you can see, if a d rug  is m ixed in a feed a fte r it  has 
been shipped in in te rs ta te  com m erce even thou gh  the  feed does no t 
move ou t of the  sta te , it is still sub jec t to  all the  provisions of the 
F ederal Food, D rug , and Cosm etic Act. T herefore, feed m ixers are 
responsible for com pliance w ith  the  ac t even though  they  do no t have 
occasion to  ship th e ir  feed ou t of the  s ta te  in w hich it is m ixed.
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A nother section of th e  law , w hich has had a profound im pact 
on the  m anufactured  feeds, is th a t w hich deals specifically w ith  the 
class of p roducts w hich are generally  referred  to  as “certifiable an ti
biotics.” T hese provisions of the  law  and the  regula tions issued under 
them  determ ine w h at m ust be done in o rder to  m arket a p rod uct th a t 
is in full com pliance w ith  the  federal law. R egulations covering 
m edicated feeds con tain ing  the  certifiable antib io tics (ch lo rte tra- 
cycline, penicillin, s treptom ycin , d ihydrostrep tom ycin , bacitracin  and 
chloram phenicol) are for the  m ost p a r t sum m ed up in regula tions 
146.26. T h is regulation  com prises about 30 to  40 pages and is p rob 
ably the  legal basis for the  p resen t day m ark etin g  of approxim ately  75 
per cent of all m edicated feeds. Briefly these regu la tions provide for 
th e  use of the  certifiable antib io tics in m edicated feeds by them selves 
or in com bination w ith  o ther drugs. Feeds covered under these regu
lations and no t in violation of the  law, m ust conform  w ith  these 
regu la tions w hich define the tag  claim s, feeding d irections and potency 
— and in som e cases contain  th e  requirem ents of the new drug  provi
sions of th e  law  w hen a new d ru g  is being used w ith  a  certifiable 
an tib io tic  in the  sam e feed. T he so-called an tib io tic  form  10 is no th ing  
m ore than  a  modified new  d rug  application w ith  the added requ ire
m ent to  dem onstra te  the  feed con tain ing  the  antib io tic  will be effective 
for th e  labeled claims.

In  regard  to  the  certifiable an tib io tics and th e ir use in anim al 
feeds, a  few changes have come in to  th e  p ic tu re  d u ring  the  past year. 
T he term  “an tib io tic  feed supp lem en t” is no longer acceptable on 
anim al feeds as a designation for low level of antib iotics. T he  specific 
an tib io tic  m u st be m entioned by its  com m on or usual nam e and, w here 
no therapeu tic  claim  is m ade for the  antib io tic , it should appear on the 
label un der th e  “gu aran tee  analysis.” If  th e rap eu tic  claim s are m ade 
for an antib io tic , th e  an tib io tic  should be listed  am ong the active drug  
ingred ien ts, irrespective of the  am ount p resen t and under these condi
tions the  feed w ould be designated  as “m edicated .” Because of some 
of the problem s involved in the  use of antib io tics in anim al feeds, a 
general regu la tion  w as recen tly  published in the  Federal Register which 
should help answ er som e of the  questions regard in g  w h a t should be 
subm itted  to  the  Food and D ru g  A dm inistra tion  w hen a certifiable 
an tib io tic  is used in anim al feed, and w ho should subm it it.

I t  has been concluded th a t the  regu la tions dealing  w ith  use of 
antib io tic  d rugs in m edicated anim al feed should be am ended to  m ake 
it  clear th a t, depending upon the fac ts in any  specific case, one of tw o 
procedures w ill apply. In  som e cases, it is possible for the  scientific
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evidence to  dem onstra te  th a t com pliance w ith  a perm it issued by  the 
C om m issioner to  a d ru g  m anu fac tu rer w ill suffice and th a t  those w ho 
use the  d rug  in m ix ing the  feeds need do no m ore th an  follow the  
directions. In  o th e r cases, how ever, safe ty  of the  finished feed will 
requ ire  th e  op era to r of each m ix ing  estab lishm ent using  th e  d ru g  to  
ob tain  a perm it se ttin g  fo rth  th e  conditions w ith  w hich he m ust 
com ply. T h e  considerations here are the  sam e as are involved in 
determ in ing  w h eth er a new -drug application  m ust be obtained by the 
op era to r of a m ix ing estab lishm ent w ho is add ing a new  d ru g  sub
stance to  his production .1

R ecen tly  in connection w ith  our regu la to ry  w ork  on m edicated 
feeds we had occasion to  follow up a  com plain t regard in g  the  death 
of a num ber of tu rk eys due to  a  feed con tain ing  th ree  tim es the  
declared  q u a ltity  of 4-nitrophenyl-arson ic acid. Inspection  of th e  feed 
com pany show ed a lack of p rop er con tro ls to  insure th e  accurate  
com position of feeds. Sam ples from  in te rs ta te  sh ipm ents disclosed 
serious deviation from  the  labeled declarations. T h is firm had a num 
b er of effective an tib io tic  form  10’s for exem ption from  certification. 
T hese  exem ptions w ere g ran ted  on the  basis of sa tisfac to ry  contro l 
procedures to  insure the  proper com position of th e  products. Since 
ou r inspection show ed th a t the firm did no t have proper controls, the  
exem ptions from  certification w ere suspended w hich m eans th a t any 
fu rth e r d istribu tio n  of the  feed covered by  these exem ptions w ould be 
in violation of the  act.

In  1954 Congress passed special legislation, referred to as the 
M iller A m endm ent for pesticide chem ical residues.

1 Section 146.25 is am ended in the fol
low ing respects:

(1) T he section heading is changed 
to  read :

§ 146.25 A ntib io tic d rugs for use in 
m edicated  anim al feed (antib io tic m edi
cated feed prem ixes; antibiotic m edi
cated  feed concentrates tha t m ust be 
diluted w ith  feed ingred ients before 
they  are fed).

(2) A  new  paragraph  (c) is added, 
read ing  as follows:

(c) I t  contains no substance for 
which § 146.26 requires exemptions from 
certification of the m edicated feeds in 
w hich it is used as an ingredient, unless 
p rio r to  sh ipm ent in com m erce:

(1) The manufacturer obtained a per
m it from  the  C om m issioner issued un
der the provisions of § 146.22 authorizing 
shipm ent for m anufactu ring  use to 
such establishm ent, or

(2) T he  opera to r of the estab lish
m ent w here such d rug  is to  be m ixed 
o r diluted m eets all the  conditions for 
exem ption from  certification of the 
m edicated feed established by the ap
plicable provisions of § 146.26, including 
w hen required, the  subm ission to, and 
acceptance by the C om m issioner of 
adequate inform ation of the kind re 
quired by § 146.7, to  establish th e  safety 
and efficacy of the finished m edicated 
feed and to  guaran tee its identity , 
s trength , quality, and purity.
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Legal Tolerance
P ersons w ho w ish to  prom ote a pesticide chem ical m ust first 

secure evidence about its tox ic ity  to  anim als, th e  am ount required  for 
the particu lar purpose and the  am ount th a t will rem ain on the  food 
a fte r its use. T hese  facts are subm itted  a long  w ith  o thers to  the Food 
and D ru g  A dm in istra tion  w ith  a request to  set a form al to lerance for 
safe residues of the chem ical on a specific raw  ag ricu ltu ra l product. 
S im ultaneously  the  U n ited  S ta tes D ep artm en t of A gricu ltu re  is asked 
to  certify  th a t the  chem ical is useful. W h en  the Food and D ru g  A d
m in istra tion  has the  certificate of usefulness, i t  determ ines w hat 
amount of the chemical may be consumed daily for the lifetime without any 
harm . U sing  all th is  data, a safe legal to lerance is se t as the  level to  be 
perm itted . No am ount of the  particu la r chem ical m ay be perm itted  
in excess of th a t w hich m eets the need of ag ricu ltu re. If the chem ical 
is too toxic to  rem ain on food in any  am ount, the to lerance is set a t 
zero. If the  chem ical is rela tively  harm less so th a t any  foreseeable use 
of it w ill no t be a hazard  to  the  public health , it m ay be exem pt from  
the  requirem en ts of a tolerance.

W h en  a to lerance is set for a pesticide chem ical th is m eans t h a t :
(1) crops in in te rs ta te  com m erce should bear no m ore th an  th e  to le r
ance level of residue, (2) residues w ith in  the  to lerance are safe, (3) the 
chem ical is useful and (4) w hen used properly  the chem ical will not 
leave residues above the  safe level.

T he Food and D ru g  A dm in istra tion  will no t estab lish  a  to lerance 
for a toxic com pound in or on forage if the  feeding of th is forage 
leaves residues in anim al tissues unless the  pe titioner has presented  
evidence to  show  th a t the  residues in m ilk, eggs and m eat are safe, 
and  the  Food and D ru g  A d m in istra tion  sim ultaneously  g ran ts  to ler
ances for th e  residues in the  by-products. T olerances for pesticidal 
residues apply  only to  the raw  ag ricu ltu ra l products. I t  is our obliga
tion  to  see th a t estab lished to lerances are observed and th a t u n au th o r
ized residues are n o t present.

A po in t of in te rest is the  effect, if any, of processing upon the 
pesticidal level in a processed article, for exam ple, a com m ercial an i
m al feed. T he  concentra tion  of pesticide cannot exceed th a t w hich is 
perm itted  on th e  raw  product unless au thorized  by the  Food A dditives 
A m endm ent.

In  M arch, 1959, the  provisions of the  Food A dditives A m endm ent 
to  the federal law, enacted in Septem ber, 1958, becam e operative,
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except for p roducts th a t had been in com m ercial production  p rio r to  
Janu ary , 1958.

Food Additives Amendment
Substances covered by  the  Food A dditives A m endm ent are those 

additives no t generally  recognized by com petent experts as having- 
been adequately  show n to  be safe un der the  conditions of th e ir  in 
tended  use. T he  am endm ent covers substances th a t are added in ten 
tionally  to  food as w ell as those th a t m ay reasonably  be expected to 
becom e a com ponent of food. Substances used in food or feeds th a t 
are generally  recognized as safe because of experience based on such 
use or w hich have been estab lished as safe th ro ug h  scientific p ro 
cedures are exem pt from  the  provisions of the  am endm ent. Also 
exem pt are substances th a t have had prior approval by th e  govern
m ent for use in foods or feeds un der the  F ederal Food, D rug , and 
Cosm etic A ct, the  M eat Inspection  A ct and P o u ltry  P ro du c ts  In spec
tion  A ct. Briefly the new  am endm ent m akes the  follow ing requ ire
m ents w ith  the respect to  ad d itiv e s :

(1) T he available da ta  m ust estab lish  th a t the  proposed use of 
the  additive un der the  conditions to  be specified in the regula tion  will 
be safe.

(2) No additive shall be deem ed to  be safe if it is found to  induce 
cancer w hen ingested  by  m an or anim al or if it is found, a fte r te sts  
w hich are app ropria te  for the  evaluation of the  safe ty  of food additives, 
to  induce cancer in m an o r anim al.

(3) T he  additive m ust not, under the proposed conditions of use, 
prom ote deception or othew ise cause a food to  becom e m isbranded 
or adu ltera ted  un der any  provisions of the  Act.

(4) W h ere  it  is necessary  to  affix a to lerance lim itation  in order 
to  assure th a t th e  proposed use is safe, the  to lerance set m ust no t be 
g rea te r th an  for the  am ount necessary  to  achieve the  in tended physical 
or o ther technical effect and none will be perm itted  if the  proposed use 
fails to  accom plish th is  effect.

(5) A  practical assay m ethod m ust be available for checking 
residues of th e  chem ical or drug.

Som e w onder w h eth er the  an ticancer clause of the  Food A dditives 
A m endm ent is a reasonable requirem ent. T here  is no need to  repeat 
th e  argum en ts  on bo th  sides of th is  question.
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As m ost of you know , w e believe th a t there  is no valid basis for 
considering a  change in the  basic principle of the anticancer clause 
un til science m akes a b reak th rou gh  in  th is  area.

O n th e  o ther hand, th ere  is no public health  reason for hav ing  the  
anticancer clause apply to  a p rod uct for use in anim al feed w here use 
of the  chem ical does no t harm  the  anim al and leaves no residue in food 
derived from  the trea ted  anim als.

U n der the  law, any  substance to  be added to  anim al feed th a t is 
no t itself generally  recognized as safe m u st be show n to  be safe for 
the  anim al un der the  in tended  conditions of use. W h ere  th is cannot 
be dem onstra ted , au tho riza tion  to  use th e  additive will be denied 
fo rthw ith . W h ere  safe ty  to  th e  anim al can be established, then  the 
pe titioner m ust dem onstra te  e ither th a t the  edible products of the 
anim al— m eat, m ilk, or eggs— are free of any residues of the  substance 
and its deg radation  products, or w here such residues are found, th a t 
th ey  w ill be safe for consum ption by  m an or o ther anim als, as the  case 
m ay  be. T h a t, in a  nutshell, is the  requ irem en t the  Food A dditives 
A m endm ent im poses on anim al feed.

In  sum m ary , the  Food, D rug , and Cosm etic A ct is a consum er 
pro tection  law. I t  forbids in te rs ta te  com m erce in adu ltera ted  or m is
branded  foods, drugs, devices and  cosm etics. M edicated anim al feeds 
are sub ject to  the  sam e provisions of the  law  as are the  foods and 
d rugs for hum ans. Specifically these include the  new  d ru g  provisions, 
the  certifiable antib io tics provisions, the  pesticide chem ical am end
m ent of the  act and th e  m ost recent, the  food additive provisions 
of th e  law.

A ll of us w ho are in terested  in livestock production  m ust p ri
m arily  be concerned w ith  th e  question  of w h eth er the  food for m an 
ob ta ined  from  trea ted  anim als can possibly have any  adverse effect on 
the  hum an consum er. If  th ere  are any  questions of safe ty  to  be 
resolved, th ey  m ust be alw ays resolved in favor of public health  
protection . [The End]
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Operations of the 
Food and Drug Administration

By GEORGE P. LARRICK

Mr. Larrick Is Commissioner of Food and Drugs of the Department of Health, 
Education and W elfare. This Paper W as Presented Before the Medical Advi
sory Committee Session Held in Conjunction With the 41st Annual Meeting of 
the American Petroleum Institute in Chicago, Illinois on November 13, 1961.

TH E  F E D E R A L  H A Z A R D O U S  S U B S T A N C E S  labeling  act 
creates new areas of com m on in te rest for us. T he problem s 
involved in w axes for food con tainers and m ineral oil used in a varie ty  

of w ays in the  food, drug, and cosm etic industries are exam ples of our 
m utual in terests.

M ineral oil is a drug, w hich, w hen properly  labeled to  advise 
against ingestion  w ith  m eals and w ith  o ther labeling precautions, m ay 
be d istribu ted  for m edical purposes. W hen  it gets in to the food supply 
as salad oil it is illegal, since, as you know, it in terferes w ith  the 
absorp tion  of fa t soluble vitam ins.

T he research  being carried  ou t by your in d u stry  and the coordi
nation  of available resources will, we hope, resolve these and o ther 
problem s.

T he Food and D ru g  A dm inistra tion  is a p a r t of the  D ep artm ent 
of H ealth , E ducation , and W elfare. O ur responsibilities include the 
enforcem ent of the  F ederal Food, D rug , and Cosm etic A ct and the 
F ederal H azardous Substances L abeling  Act. W e have over 2,200 
em ployees, of w hich tw o-th ird s are stationed  in 18 d istric t offices and 
40 inspection sta tion s in principal cities th ro u g h o u t the  country .

O u r W ash in g to n  office includes adm inistra tive , research , and 
technical un its. In  enforcing these acts, our inspectors m ake periodic 
investigations of estab lishm ents w here products sub ject to  the law s 
are m anufactured , held, or sold, to determ ine th e ir  com pliance w ith  
the lawn T hey  collect sam ples from  in te rs ta te  sh ipm ents, and  our
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scien tists exam ine the  sam ples to  determ ine w h eth er the  shipm ents 
are legal.

B oth  law s provide for seizure th ro u g h  the  federal cou rts  of illegal 
p roducts to  rem ove them  from  the  m arket. P ersons responsible for 
in troducing  such products in to  com m erce m ay be prosecuted . In ju n c 
tions m ay be obtained to  restra in  individuals and firm s from  fu rth er 
violation of these  laws.

W e review  evidence subm itted  as to  the  safe ty  of new  drugs 
before th ey  are  placed on the  m arket, and determ ine the  safe ty  of color 
add itives used in foods, drugs, and cosm etics. B atches of insulin and 
five of the m ost im p o rtan t antib io tic  d rugs and  th e ir  derivatives are 
checked for p u rity  and  potency before th ey  are sold. T he law  provides 
for the  estab lishm ent of the  am ount of pesticide residues th a t m ay 
safely rem ain on food. R egulations are issued s ta tin g  safe conditions 
for using  food additives. Im p o rts  are exam ined to  determ ine th a t they  
m eet th e  requ irem en ts of the  U nited  S ta tes  laws.

O ur basic ph ilosophy is to  em ploy preventive m easures ra th e r  than  
punitive enforcem ent b u t w here necessary  we v igorously  pursue 
enforcem ent in th e  courts.

T he  F ederal H azardous S ubstances L abeling  A ct gave us new 
responsibilities. Before its  passage we enforced the  F ederal C austic 
Poison Act. T h a t law  w as passed  a fte r th e  m edical profession, under 
the  u rg in g  of D r. C hevalier Jackson of Philadelph ia, becam e alarm ed 
a t the increasing  num ber of children w ho w ere in ju red  from  sw allow 
ing  household  lye and  o ther caustic poisons. T he s ta tu te  w as n arrow  
in scope w hen considered in th e  ligh t of to d ay ’s m ode of living. I t  
covered a sm all group  of h igh ly  caustic agents, requ iring  the w ord 
“poison” and  certain  o ther in fo rm ation on labels.

W ith in  a few' years a fte r th is  ac t becam e law, health  au tho rities  
recognized th a t it did no t cover m any hazardous household products 
th a t w ere com ing on the  m ark e t in volum e. D evelopm ents b rou gh t 
abou t by research  du ring  and follow ing W o rld  W a r  I I  accelerated the 
in troduction  of m ore chem icals as household aids. M any of these 
products w ere labeled to  advise against m isuse. O thers, thou gh  toxic, 
w ere no t adequately  labeled. In ju ries  from  them  increased. T h e ir  
con tainers frequen tly  gave th e  physician no in form ation to  ass is t in 
tre a tin g  the in ju ries, and delay in trea tm en t did lead to  serious conse
quences. All of th is  led to  th e  estab lishm ent of th e  poison control 
cen ters w ith  w hich you are fam iliar. T h ro u g h  the  A m erican M edical
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A ssociation , physicians called for b e tte r con tro ls to  reduce th e  in ju ries 
and  deaths resu lting  from  accidental ingestion  o r o ther m isuse of these 
products.

T he  Food and D rug  A dm inistra tion  and m any responsible officials 
of chem ical and m anu fac tu ring  firm s supported  a s tro n g er and m ore 
com prehensive law.

Aspects of the New Act
C ongress recognized th is need and on Ju ly  12, 1960, the  F ederal 

H azardous S ubstances L abeling  A ct becam e law. I t  requ ires h aza rd 
ous household articles to  bear labeling  to  w arn  users, and paren ts  of 
inquisitive youngsters, of th e  dangers of these products.

T h is  A ct requires th a t  w arn ing  labeling  be placed on con tainers of 
p roducts w hich m eet tw o te s ts :  (1) if it is a “hazardous sub stance” 
w hich m ay cause sub stan tia l personal in ju ry  or sub stan tia l illness as a 
re su lt of any  custom ary  or foreseeable handling, and (2) if i t  is a 
con ta iner in tended  or su itable for household use. T h e  A ct defines a 
hazardous substance as one th a t is toxic, corrosive, an irritan t, a s tro n g  
sensitizer, flam m able, or p ressure  generating . If i t  m eets any  of these 
definitions, certa in  labeling  is required . T he  labeling  m ust bear con
spicuously the  com m on or the  chem ical nam es of the  hazardous sub
stance ; the  signal w ord “dan ger” on all substances w hich are extremely 
flam m able, corrosive, or h igh ly  to x ic ; the  w ord “w arn ing” or “ cau tion” 
on all o th e r hazardous substances ; a s ta tem en t of th e  principal hazard  
or h aza rd s; p recau tions to  be follow ed; the  w ord “poison” for h igh ly  
toxic su b s tan ce s ; w hen necessary, special in struc tion s for hand ling  
and  s to ra g e ; in struc tions w here needed for first aid tr e a tm e n t; and the 
s ta tem en t “keep ou t of the  reach of child ren” or its  equ ivalent. T he  
nam e and place of business of the  m anufactu rer, packer or seller m ust 
also be shown.

Congress provided certa in  tests  to determ ine if a  p roduct is 
hazardous, and anim al te s ts  to ascerta in  if a  substance is “h igh ly  
toxic.” T h e  law  also recognized th a t em pirical te s ts  are no t alw ays 
reliable as crite ria  for a  p ro d u c t’s po ten tia l for harm . T herefo re  the 
ac t specifies th a t  hum an experience is to  be th e  contro lling  factor, 
regard less of a  p ro d u c t’s theoretica l po ten tia l for harm . I f  a  substance 
does no t cause harm  as o rd inarily  used, and if accidental harm  is no t 
reasonably  foreseeable, it is no t a  hazardous substance. Conversely, if 
it m ay cause harm  under reasonab ly  foreseeable use, it is a  hazardous 
substance.
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Congress also included tw o o ther very  im p ortan t concepts in th is 
law. If the  S ecre tary  of H ea lth , E ducation , and W elfare  finds th a t the 
m inim um  labeling  requ irem en ts are n o t adequate  for th e  p ro tection  of 
th e  public h ea lth  in  view  of som e special hazard , he m ay establish 
reasonable varia tions o r add itional label requirem ents necessary  for 
th is  p rotection . If  because of the size of the  package involved, or be
cause of th e  m inor hazard  p resen ted  by the  substance, the  S ecretary  
concludes th a t  full com pliance is n o t necessary, he m ay exem pt con
ta iners  of hazardous substances from  all or p a r t of the required  label
ing. T he  te s t is w h e th er such exem ption can be m ade w ith  no harm  to 
the  pubilc health  and  safety.

I t  w as necessary  for us to  im plem ent m any provisions of the  act 
by  regulations. Som e definitions required  clarification. M ethods for 
te s tin g  th e  products w ere needed. In d u s try  sou gh t our view s on the 
labeling  of hazardous substances.

T he  Food and  D ru g  A dm in istra tion  convened tw o  separate  panels 
of m edical experts  to  help resolve these com plex problem s. O ne panel 
included some of the country’s outstanding experts on dermal toxicology ; 
and th e  o th e r included equally  ou ts tan d in g  experts on pharm acology 
and  clinical toxicology. T hese  scien tists  had a real in te rest in the  
public health  and p ractical aspects of labeling  requirem ents on h aza rd 
ous substances found around  the  household. Som e w ere leading p a r
tic ipan ts in the  m anagem ent of poison contro l centers.

Rule's Application to Petroleum Industry
T he provisions in our regu la tions of m ost in te rest to  the  petroleum 

in d u stry  w ere developed on th e  basis of recom m endations of these 
com m ittees. F o r exam ple, the  section dealing  w ith  “products req u ir
ing  special labeling” lists substances know n to  be hazardous because 
th ey  frequen tly  cause in juries. A m ong these  are petro leum  distilla tes 
and m ix tures con ta in ing  10 per cent or m ore of such distilla tes. T he 
labeling required  for petro leum  distilla tes (and tu rp en tine) is : the  
signal w ord “d an g er” ; the additional s ta tem en t “harm ful or fatal if 
sw allow ed” ; and  for kerosene and  re la ted  petro leum  distilla tes, the 
w arn ing  “do no t induce vom iting .”

T hese  prov isions w ere recom m ended by  th e  panel of experts 
largely  because of the  pu lm onary  com plications caused when petroleum 
products are  asp ira ted  in to  the  lungs. T h e  P ub lic  H ea lth  Service 
repo rts  pu lm onary  com plications in a lm ost 50 per cent of the  cases 
involving th e  ingestion  of kerosene o r certain  related  chem icals.
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W e un derstan d  som e in d u stry  represen ta tives have evidence which 
convinces them  th a t certain  products con ta in ing  10 per cent or m ore 
of petro leum  distilla tes are no t hazardous. If you have such evidence 
m ail i t  o r b rin g  it in, and le t’s discuss it.

T h ere  are areas w here the new  regu lations can be im proved. Y our 
assistance w ill be of value to  th e  Food and D ru g  A d m in istra tion  and 
to  the  public as w e un dertak e  the  adm in istra tion  of th is  law.

A n education program  will be required  to  ge t the  various firms 
and dealers w ho  repack hazardous susb tances to  do it properly. F o r 
exam ple, hazardous substances such as kerosene and gasoline poured 
in to  sm all con tainers m u st be app ropria te ly  labeled. In  the  past, little  
or no labeling  has been applied to  them . T here  have been m any in 
stances, as you know , of serious in ju ries and deaths in th e  hom e from  
m ishandling  such products. T he  new  law  requires th a t in form ative 
labeling be carried th rough , no t only on the  m erchandise as it crosses 
a s ta te  line in household size packages, bu t also on the  m erchandise 
th a t is repacked in to  sm all con tainers a fte r it crosses a s ta te  line. 
Service s ta tio n  operato rs and o thers will need to be advised how  they  
can m eet the  requ irem en ts  of th e  law . Y our In s ti tu te  and o th e r re
sponsible in d u stry  groups w ill be of g rea t assistance in help ing  to  
p resen t to all w ho are affected, a clear, concise s to ry  of th e  m ethods to 
be followed.

T he  H azardous S ubstances L abeling  A ct is a law  in the  public 
in terest. W e invite y o u r suggestions for im provem ent in  the  regu la
tions and our adm in istra tion  of th e  s ta tu te . [The End]

CHAIRMAN DIXON TO PARTICIPATE IN DRUG COMPANY CASE
F ederal T rad e  Com m ission C hairm an D ixon to ld  six d rug  com panies th a t 

he w ould partic ipate  in th e  com m ission’s review  of a  hearing  exam iner’s ru ling  
dism issing charges th a t the com panies fixed prices and m isused a patent. T he 
com panies had asked the chairm an to disqualify him self in view of his p rio r 
position and  duties as counsel and staff director of the  Senate Subcom m ittee on 
A n titru st and M onopoly during  its investigation  of p ricing and o the r practices 
of the  ethical d ru g  industry . Also, the  com m ission refused to  reconsider a p rior 
ru ling  tu rn ing  dow n a disqualification m otion d irected to  the  agency.—T rade 
R egulation R eports—American Cyanamid Company 1f 15,727.
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FDA Role in the Labeling of 
Blood Bank Products

By EARL L. MEYERS

Mr. Meyers Is the Chief Chemist in the Division of New Drugs of the Bureau 
of Medicine, Food and Drug Administration, Department of Health, Educa
tion and W elfare. He Presented This Paper at the Annual Meeting of the 
American Association of Blood Banks on October 27, 1961, in Chicago, Illinois.

I S IN C E R E L Y  A P P R E C IA T E  T H IS  O P P O R T U N IT Y  to appear 
before you th is  m orning and to  have the  privilege of tak in g  p a rt 

in yo u r p rog ram  as w ell as ta lk in g  w ith  you individually. W e w el
come opportun ities such as th is  because we believe th ey  are p roduc
tive of a  g rea te r u n derstan d in g  of our jo in t problem s. W e know  
th a t you are v ita lly  in terested  in th e  pro tection  of the public health , 
and th a t w e have y o u r cooperation and active help in dealing w ith  the 
public health  problem s in the  blood banks field. Y our association has 
carried  on a num ber of activ ities th a t prom ote our com m on goals.

F o r those of you no t fam iliar w ith  the  Food and D ru g  A dm inis
tra tion , I w ould like to  describe briefly som e of its functions and 
organization . T he  Food and D ru g  A dm in istra tion  enforces the  F ed 
eral Food, D rug , and  Cosm etic Act, designed am ong o ther th in gs to 
regu la te  traffic in d rugs th a t m ove from  one sta te  to  another. T his 
s ta tu te  p roh ib its  in te rs ta te  com m erce in adu ltera ted  and misbranded 
drugs and new  drugs un til th e ir safe ty  has been established.

W e are an organ ization  m ade up prim arily  of scien tists—ph y
sicians, pharm acologists, chem ists, bacterio logists, pharm acists and 
o ther sc ien tists needed to  adm inister in te lligen tly  a law  w hich is de
signed to  insure th a t d rugs have the  quality  and properties claim ed 
for them .

P erh aps I should tell you ju s t w here w e are in the  governm ental 
picture. This administration is one of the health agencies in the United 
States Department of Health, Education, and W elfare. The Public Health
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Service w ith  its D ivision of Biologies S tandards of the N ational In s ti
tu te s  of H ea lth  is one of our siste r agencies in the departm ent.

T o  carry  ou t our regu la to ry  functions, w e have 18 field d is tric t 
offices in the  m ajo r cities th ro ug hou t the  U n ited  S tates. E ach is 
staffed w ith  a group  of inspectors w ho m ake field investigations and 
each has a labora to ry  w here m ost regu lar analyses can be made. In  
addition  to  th is  field organization , we have a head qu arters  staff in 
W ash in g to n  for p lann ing  and supervision and a B ureau of M edicine 
to  furn ish  advice on m edical questions. W e also have in W ashington 
certain  specialized laborato ries w hich are staffed and equipped to 
conduct research  and to  do specialized labora to ry  analyses.

I th in k  it w ould be w ell to  tell you som e of the th in gs th a t  we do 
no t do, because th a t is a source of som e confusion and m isunder
standing. T he regulation  of advertising  is p rim arily  a function of the 
F ederal T rad e  Com m ission and no t of the  Food and D ru g  A d m in is tra 
tion. T he s tr ic t con tro ls exercised over the d istribu tion  of narco tics 
is a function of the  B ureau  of N arcotics of th e  T reasu ry  D epartm ent. 
F inally , the  D ivision of Biologies S tandards of the Public H ea lth  
Service licenses the m anufacture  and in te rs ta te  d istribu tion  of serum s, 
toxins, vaccines and sim ilar products, including hum an blood and its 
derivatives. W e do v irtua lly  no th ing  in the  w ay of reg u la tin g  the 
quality  or use of p roducts sub ject to  th is  special law  except on the 
occasions w hen w e are requested  to  do so as assistance to  the  Public 
H ea lth  Service. H ow ever, the Food, D rug , and Cosm etic A ct and 
the regula tions based on it, as well as the P ublic  H ea lth  Service A ct 
apply to  biologicals. In  the  application of the  law s, th e  P ublic  H ea lth  
Service operates w ith  exclusive ju risd ic tion  w ith  respect to  biologicals 
except to  the ex ten t they  choose to enlist the  cooperation of the  Food 
and  D rug  A dm inistra tion . In  these circum stances, it is reasonable for 
the Public H ea lth  Service to  enforce the  sam e principles of labeling 
for biologicals as are applicable to  o ther pharm aceuticals.

History of These Laws
W e m ight briefly outline the  h is to ry  of these law s and the  p ro 

visions on w hich I base the  s ta tem en t th a t bo th  law s apply to  b iologi
cals. F edera l regu la tion  of biologicals preceded the  regu la tion  of 
o ther drugs. T he F ederal V irus, Serum , and T oxin A ct -was enacted 
in 1902 and w as la te r incorporated  in the Public H ea lth  Service A ct 
of 1944. T he first federal regu lation  of d rugs o ther than  biologicals 
w as contained in the  Food and  D rugs A ct of 1906, w hich w as su p er
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seded by the  F ederal Food, D rug , and  Cosm etic A ct of 1938. Section 
902(c) of the  Food, D rug , and Cosm etic A ct provides th a t no th ing  
contained in the  A ct shall be construed  as in any w ay  affecting, m odi
fying, repealing , or supersed ing  th e  biologies law. Sim ilarly , Section 
351(g) of th e  P ub lic  H ea lth  Service A ct provides th a t it shall not 
be construed  as in any  w ay affecting, m odifying, repealing , or super
seding the provisions of the  F ederal Food, D rug , and Cosm etic Act. 
F inally , w e should note th a t the term  “d ru g ” in th e  Food, D rug , and 
Cosm etic A ct is defined so broad ly  as to  include biologicals (Section 
20 1 (a)).

F o r m any years the  P ub lic  H ea lth  Service has qu ietly  taken  in to 
account th e  requ irem en ts of the  Food, D rug , and Cosm etic A ct, and 
regu lations th e reu n d er in its  adm in istra tion  of the  federal law s ap
plicable to  biologicals. I t  is eviden t th a t any am endm ent of the  Food, 
D rug , and Cosm etic A ct and regu lations necessarily  affects the reg u 
lation of biologicals. W e are particu la rly  concerned today  w ith  cer
ta in  profound  changes in the  regu la tions affecting  the  labeling  of 
p rescrip tion  drugs, th a t w ere prom ulgated  d u ring  the  past year.

A m ong th e  labeling requ irem en ts in these  regulations, as revised 
(S u bp arag rap h  1 .1 0 6 (b )(2 )), the label of the prescription drug m ust 
bear th e  prescrip tion  legend, recom m ended o r usual dosage and the  
rou te  of adm in istra tion  if no t for oral use. T he  q u an tity  or p roportion  
of each active in gred ien t m ust also be included as w ell as in form ation 
required  by th e  A ct in regard  to  hab it-fo rm ing  drugs and certain  
o thers, an iden tify ing  lo t o r con trol num ber, if it is for o ther th an  
oral use the  nam es of all inactive ingred ien ts, and if it is for in jection , 
the  q u an tity  or proportion  of all inactive ingredients.

A n exem ption from  the  requ irem en t th a t th is  in form ation appear 
on th e  label is allow ed only because of insufficient label space. N ote 
th a t th ere  is no exception concern ing th e  qu an tity  or p roportion  of 
each active in gred ien t and the  lo t o r con tro l num ber, except use of 
the  crim p in d ispensing tubes, because of insufficient label space. 
N ote also th a t if the  re ta il un it of the  d ru g  is packaged w ith  an ou ter 
carton  or w rapper, in fo rm ation required  to  app ear on th e  label m ust 
also appear on the carton  o r w rapp er unless th e  label is easily  legible 
th ro ug h  it.

Y ou w ill recognize th a t m ost of these regu la tions have been in 
effect for years. T he  significant changes are the requirem ents th a t  the  
labeling of d rugs for paren te ra l adm in istra tion  bear a com plete q u an ti
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ta tive  s ta tem en t of com position, including inactive as w ell as active 
ingredients, and th a t the  label m ust bear a lot or control num ber from  
w hich it is possible to  determ ine the com plete m anu fac tu ring  h isto ry  
of the  package.

T here  are several exceptions to  these  label requirem ents o ther 
th an  insufficient label space. In  regard  to s ta tin g  th e  q u an tity  or 
p roportion  of inactive ingred ien ts in in jections, w a te r  for in jection 
need no t be nam ed if it is the  vehicle and ingred ien ts added in sm all 
am ounts to  ad ju st to  a specified pH  or to  m ake the  d rug  isotonic m ay 
be nam ed w ith  a s ta tem en t of th e ir  effect. W ith  respect to  the  usual 
or recom m ended dosage, no package in se rt is requ ired  solely because 
th e  label bears th is dosage inform ation.

T he  m ost sw eeping labeling changes contained in the revised 
regulations require th a t the package from  w hich th e  drug  is dis
pensed m ust include adequate  in form ation for its professional use, 
(1.106(b) (3 )) . T he only exem ption is the  case of a d ru g  w hose uses 
are com m only know n to  practitioners. T h is exem ption is construed 
very  narrow ly. F o r exam ple, all d rugs for p aren tera l adm inistra tion  
require such in form ation in the  package. T h is so-called package in sert 
requ irem en t w ill becom e effective in M arch, 1962. In  practice, th is  
requirem ent has applied to  paren tera ls  for quite som e time.

“ Full Disclosure” Requirement
Closely re lated  to  the package in sert requ irem en t is a general 

provision (1 .1 06 (b )(4 )) already in effect, th a t any  labeling for p re 
scrip tion  drugs, w h eth er or no t it is p a rt of the  package, th a t furn ishes 
or pu rp o rts  to  furn ish  in form ation for use of the drug, m ust contain 
adequate in form ation for such use. A dequate in form ation as applied 
to  labeling th a t m ay be m ailed or detailed to  physicians or th a t used 
as a package in se rt includes indications, effects, dosages, routes, 
m ethods, frequency and duration  of adm in istra tion  and any relevan t 
hazards, con traindications, side effects and precautions, under which 
p rac titioners licensed by law  to adm inister the  drug  can use the drug 
safely and for the  purposes for w hich it is intended. T his has becom e 
com m only know n as the “full d isclosure” requirem ent. F u rth e r, the 
regulation  requires th a t the  labeling, (1 .1 0 6 (b )(5 )), bearing  such in 
form ation for use m ust bear the  date of its issuance or its la test 
revision.

T he full disclosure concept has a tw o-fold purpose. O ne is to 
m ake full in form ation for the  m axim um  safety  and efficacy in the use
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of prescrip tion  products readily  available to  the  m edical professions, 
and the o th e r is to  elim inate the  use of labeling for p rescrip tion  prod
ucts th a t is m islead ing by reason cf the om ission of in form ation con
cerning the  hazards and lim ita tions of the  product w hile extolling 
its virtues.

Y ou m ay be in terested  in the  background of the developm ent of 
these  revised d ru g  labeling regulations. B efore a new  d rug  m ay be 
m arketed  the act requ ires a m anufac tu rer to  subm it an application 
dem o nstra ting  th a t the  d ru g  is safe for use as recom m ended in his 

' proposed labeling. T he  in form ation in th e  labeling is critical to 
safe ty  in the  use of po ten t new pharm aceuticals. H ow ever, the only 
assurance th a t th is  critical information would reach physicians w as the 
s ta tem en t on the label of the  new  drug to the effect: “ literature avail
able to  physicians on request.” O u r experience show ed th a t th is basic 
in form ation on the  uses, hazards and con traindications w as not, in 
fact, being m ade available to  the  m edical profession. Too frequently , 
m anufac tu rers d issem inated a m ass of unsolicited prom otional lite ra 
tu re  to  physicians detailing  the claim ed advantages of the d rug  bu t 
om itting  in fo rm ation concerning its hazards. G enerally, physicians 
did no t request or receive the com plete in form ation needed for m axi
m um  safety and efficacy in use of the drug.

T he  abandonm ent of the ph ilosophy th a t a s ta tem en t on the label 
of a drug, “ lite ra tu re  available on request,” satisfies th e  labeling re 
qu irem ents of the  act could no t reasonably  be lim ited to  new  drugs. 
T he  ra te  of in troduction  of new  drugs had g rea tly  exceeded the 
capacity  of physicians to keep inform ed of the  proper uses of the g rea t 
num ber of available pharm aceuticals. I t  w as the consensus of our 
m edical staff th a t adequate in form ation for professional use of m ost 
p rescrip tion  drugs w as not readily  available and th a t there  w as a real 
need to  m ake such in form ation readily  available.

C onsequently, in Ju ly , 1960, we proposed regulations to  revise 
the labeling  requirem ents of p rescrip tion  drugs. In  view of the 
changes in the  p a tte rn  of labeling  prescrip tion  d rugs th a t w ould be 
required  by these regulations, we published the revisions as proposals 
w ith  oppo rtun ity  for com m ent by in terested  persons.

W e received a large volum e of com m ents and held a num ber of 
conferences on the proposed regulations. V irtu a lly  all of the  w ritten  
com m ent endorsed the  principles th a t the labeling of p rescrip tion
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drugs should be inform ative and should n o t m islead. Some ph arm a
ceutical m anufactu rers and trad e  associations w ere critical of specific 
provisions in the  regulations. A num ber of stron g  endorsem ents of 
the  proposed regulations w ere received from  public health  officials, 
individual physicians, pharm acists and scientific associations.

Based on careful evaluation of all of the  com m ents received on 
the proposed regulations, m odifications w ere m ade in som e instances 
from  the  orig inal proposals. F o r exam ple, we adopted a trad e  recom 
m endation  to  allow  the  lo t or control num ber of a d rug  to  be stam ped 
on the  crim p of a collapsible tube. T he  proposal to require q u an ti
ta tive  label declaration  of the  inactive ingred ien ts of drugs for op h thal
m ic use w as modified to  require only the  nam ing of such ingredients, 
since th is  w ould provide sufficient in form ation for physicians to  avoid 
use of an article  to w hich a p a tien t is know n to be sensitive. O n the 
o ther hand, the requirem ent th a t inactive ingred ien ts of d rugs for 
adm inistra tion  by p aren tera l in jection be disclosed q u an tita tiv e ly  on 
the  labels w as reta ined  despite m anu fac tu re rs’ objections. Such in for
m ation has been required  for years in the labeling of in jections official 
in the  United States Pharmacopeia or National F onm dary  and  the 
considerations of safe ty  underly ing  these  requirem ents for official 
in jections are equally  applicable to  all injections.

F inal regu la tions w ere published in D ecem ber, 1960, and Janu ary , 
1961, w ith  respect to  all provisions of the  proposed regulations except 
a proposal for the  so-called package in serts  to  provide full in form ation 
about the drugs. In  Septem ber, 1961, we issued, in final form , a 
regula tion  requ iring  each prescrip tion  d rug  (except those w hose uses 
and con traind ications are com m only know n to  doctors) to  bear a 
package in se rt g iving full directions and w arnings.

W e believe these changes w ill resu lt in a v as t im provem ent in the 
quality  of in fo rm ation going to  physicians.

T h is discussion has p resen ted  th e  basis for the application  of the 
Food, D rug  and  Cosm etic A ct to  biologicals and an in troduction  to 
the  m ajo r concepts con tained in the  revisions in labeling regulations 
adopted  du ring  th e  past year. In  practice, m anufactu rers of biologi
cals w ill w ork ou t th e  labeling problem s re la ted  to  the  revised reg u 
lations in th e ir  relationsh ips w ith  the  P ublic  H ea lth  Service, D ivision 
of Biologies S tandards. A lthough  th is discussion could n o t possibly 
cover all of the  questions, I will try  to  answ er any additional questions 
of special concern you m ay have. [The End]
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WASHINGTON
A C T I O N  A N D  N E W S

In the Food and Drug Administration
December Drug and Device Seizures,

•—Tw enty-nine federal court actions 
w ere institu ted  against devices charged 
to  be ad u ltera ted  and m isbranded.

T ypical of products involved in the 
seizures on charges of false and m is
leading label claim s w ere:

B io-Tan T able ts, claim ed to  have a 
tan n ing  effect; H esperid in  & C T ablets 
an d  H esp rin  A-C  T ablets, claim ing to 
relieve rheumatism and prevent abortion.

Zinsep C om pound A ntacid, prom oted 
as “finest ulcer-healing medication” and 
“A m erica’s g rea test stom ach rem edy.”

P rescrip tion  N um ber H-S2S, for con
tro l and prevention  of rhin itis  in hogs.

Super H ea lth  M agnetic B racelet, a 
device claim ed to  relieve arth ritis , 
rheum atism , high and low blood p res
sure and sexual im potency.

Ju icex  Device, claim ing to  be effec
tive in trea tm en t of b ladder tum ors, 
leukem ia, cancer, angina pectoris, im 
potence, epilepsy, m eningitis and brain  
tum ors.

O th e r seizures involved repackaged 
physician’s sam ples, vitam ins, drugs 
and prophylactics differing in potency 
or quality  from  label claims o r official 
s tandard s and a facial cream  labeled 
“Federal P ure  F ood  and D rug  A dm in
is tra tion  Seal of A pproval.” T h e  Food 
and D ru g  A d m in istra tion  does not 
have a  “Seal of A pproval.”

Food Seizures.—A pproxim ately  758 
tons of food w ere seized in 60 actions 
on charges of contam ination.

A m ong the foods seized to p ro tec t 
consum er health  w ere 53 tons of soy 
beans, containing poisonous crota laria 
seeds, and 24 tons of dehydrated  alfalfa 
m eal containing a  nonperm itted  residue 
of D D T .

A nother seizure in this category  was 
a shipm ent by the  P reston-N ational 
D rug Company, Dallas, Texas, of 6,900 
capsules of H em aton ic F orm u la  and 
H igh  P o tency  B. Complex, containing 
folic acid in excess of th a t perm itted  
in products for sale without perscription.

T h e  largest seizures of filthy and 
spoiled foods involved 161 tons of 
roden t-contam inated  popcorn, 141 tons 
of w heat, also' 120 tons of rodent-con- 
tam inanted , insect-infested v itam in-and 
mineral-fortified rice, and 15,538 gallons 
of various California wines, produced 
and held under insan itary  conditions.

M ore than  50 tons of rancid and 
m oldy nuts, filthy flour, decom posed 
eggs, shrim ps, pineapple preserves (13 
tons), and  approxim ately  20 tons of 
tom ato  paste, p repared  and packaged 
under insan itary  conditions, w ere in
cluded in the foods seized on charges 
th a t they w ere unfit fo r hum an con
sum ption.
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L abeling  violations and charges of 
quality  below official s tand ard s w ere 
responsible for IS seizures to ta ling  324 
tons of food.

T he ta rg e t fo r these kinds of viola
tions is alw ays the consum er’s pocket- 
book, b u t the form  varies, as few 
exam ples of D ecem ber seizures will 
sh o w :

M ore than  1,300 cases of 12 ounce 
cans of frozen orange juice concen
trate, labeled as “can equals juice of 
24 average size, tree-ripened oranges,” 
a s tatem ent alleged to  be false and m is
leading; egg noodles, below standard  
because they contained no egg yolks; 
“paprika,” containing added salt and 
artificial coloring; and apricots, packed 
in sweetened w ater instead of sirup as 
labeled.

T w en ty-six  tons of V ienna sausages 
w ere seized in P u e rto  Rico on charges 
th a t cereal and w ater w ere substitu ted  
for pa rt of the m eat.

T h ir ty  tons of freestone peaches con
tain ing fru it of excessive hardness, and 
ten tons of canned tom atoes containing 
excessive peel w ere seized on charges 
th a t they w ere below official quality 
standards.

V o lun tary  A ctions by In d u s try .—
A ccording to  D ecem ber reports, 127 
actions w ere taken in w hich 1,700 tons 
of violative food w ere destroyed or 
converted to  feed, and $333,439 w orth  
of drugs w ere w ithdraw n from  the 
m arke t by in du stry  to avoid traffic in 
violative products.

A  brew ing com pany in Pennsylvania 
volun tarily  dum pted 266 tons of insect- 
infested corn frits for use in the m anu
factu ring  of beer, and 7,700 barrels of 
the beer that had already been made from 
infested grits. I t  added an anti-foam ing 
agent to the beer and dum ped it dow n 
the  city sewers, u n d er the supervision 
of an inspector from  the Buffalo District.

A  peanut com pany in T exas spent 
$200,000 on the  construction  of con
crete silos for m ore san itary  storage 
of farm er stock  nuts.

R odent infestation found in a N e
b raska  corn  m eal m ill p rom p ted  the  
p lant m anagem ent to  convert 19,000 
bushels of corn into anim al feed.

A  dairy  com pany in N ebraska  in
stalled hum idity  contro ls and a ir-con
ditioning in its w arehouse. I t  also 
built a new p lan t w ith  an au tom atic  
system  providing for scheduled m ilk
bottling, m ixing, and cleaning, raising  
its operations to  high san itary  s tan d 
ards. T he cost of this im provem ent 
w as $1,125,000.

F D A  in 1961.—A t the end of 1961 
Food  and D ru g  A dm inistra tion  had 
com pleted one of its busiest years. 
H ere are the final tabulations.

M ore than  36,000 inspections w ere 
m ade of food, drug  and cosm etic estab 
lishm ents during the year, com pared 
w ith  26,300 during calendar year 1960.

Inspecto rs collected over 67,000 sam 
ples and F D A  chem ists analyzed over 
46,000 sam ples to determ ine the ir com 
pliance w ith  the F ed eral Food, D ru g  
and C osm etic Act. C om parable figures 
for 1960 w ere 45,900 and 40,700.

Foods seized in 658 federal court ac
tions to ta led  m ore than 9,100 tons 
down slightly  from  696 actions and 
10,400 tons in 1960.

B ut the food and drug  industries of 
the country  also played an im portan t 
p a rt in p ro tec ting  the public from  unfit 
products. O ver 20,000 tons of de terio
rated o r contaminated food commodities 
and products were voluntarily destroyed 
or converted  to  anim al feed in over 
1,100 such actions w itnessed by F D A  
inspectors. Adulterated drugs originally 
w orth  $1,573,000 were disposed of in 
393 individual actions. A nd F D A  in
spectors reported  a to ta l of 237 plant 
im provem ents to  prevent fu ture viola
tions of the law, at a cost of $8,986,000, 
up from  $6,700,000 last year.

Crim inal prosecu tion filed in the fed
eral courts in 1961 to ta led  309. O f 
these 120 involved adu ltera ted  o r m is
branded foods; 189 w ere concerned 
with defective or dangerous drugs w ith
out prescription .
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Brand-New Tax Helps From CCH
1. E X PE N SE  ACCOUNTS— 1962— Both em ployers and 
em ployees will w elcom e th is handy booklet as a guide to 
reporting  and record-keeping requirem ents under to day 's  ex
pense account rules. A m ong some of the m any helpful features 
are a com plete explanation of federal expense account tax 
rules, a section on travel and education expenses, solutions for 
tax  re tu rn  problem s, and sam ple records and form s for sound 
expense account m anagem ent, plus quick reference check lists 
of deductible and nondeductib le expenses. Y ou'll also get an 
advance, inside look at ho t new legislation covering expense 
accounts scheduled for early action in Congress. Topical index; 
48 pages. 6" x 9", heavy paper covers. Price, SI.

2. N EW  PR O FE SSIO N A L  C O RPO RA TIO N  LAW S E X 
P L A IN E D —Federal Tax Savings—Retirement Benefits— 
State Taxes—Fees—T he door is now open to  professional 
people in m any sta tes to adopt plans eligible for the same 
favorable tax  trea tm en t the In ternal R evenue Code gives 
o ther em ployee re tirem ent plans. H ow ever, to get th is same 
trea tm en t, these professional people m ust e ither incorporate 
or form  professional associations under their s ta te 's  laws be
fore they m ay estab lish any kind of qualified deferred com pen
sation plan. Here, packed into 96 informative, easy-to-understand 
pages, is a com plete explanation of the federal tax situation  ; 
full tex ts of the s ta te  association and corporation  law s: and a 
listing  of the sta te  tax  rates, fees and report requirem ents th a t 
apply. Also included is a helpful discussion for each state , in 
term s of its s ta tu te , of the four IR S  tests  for corporate char
acteristics. T he whole sto ry , all the facts about th is unusual 
and im p ortan t tax -sav ing  plan are yours in a nu tshell w ith 
th is brand-new  CCH booklet th a t tells w hat you m ust know 
and do. T opically  indexed, heavy paper covers, 6" x 9". Now 
ready for delivery ! Price, $2.

Order Your Copies Now on this Handy Tear-off Card!«®^

DEPENDABLE— CO M M ERCE CLEA R IN G  H O U SE PU B LIC A TIO N S

C  C  IS  P r o d u c t s , Co m p a n y ,\X \\\ \\\ \\ \ \ \ \ \ \ \ v  \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ ^
B O O K S  B Y  M A I L
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O R D E R
C A R D

Send for These Handy 
Tax Helps Today

C C H  P R O D U C T S  C O M P A N Y
4025 W . P e te rso n  Ave.
Chicago 46, 111.
E n te r  our order for the quantities of CCH 
books indicated at prices quoted. (Rem ittance 
with order saves postage and packing charge.)
Fill in  Am t.
1 .......Expense Accounts—1962 (2118). Prices:

1 to  4 copies, $1 e a . ; 5-9 copies, $.90 e a . : 
10-24, $.80 ea,; 25-49, $.70 ea.; 50-99, $.57 ea.

2 .......New Professional C orporation  Laws E x
plained (2120). Prices: 1 to  4 copies, $2 
ea.: 5-9, $1.75 e a .: 10-24, $1.50 ea.: 25-49, 
$1.25 ea.: 50-99, $1 ea.

□  Remittance herewith □  Bill us
□  Q uote prices on larger quantities with

our im prin t—for item s circled: 1 2

S ig n a tu re  &  T itle

F i r m

A tten tio n

S tre e t A ddress
2118— 182

C ity , Zone & S ta te
(Subscribers for CCH’s S tandard Federal Tax R eports receive item s 1 & 2; Federal T ax Guide Reports and Federal T ax Guide R eports—Control E dition  receive item  l ;  Corporation Law  Guide and Pension Plan Guide receive item  2; and Curren t Law  H andybooks receive item s 1 & 2. T hey  should order o?ily for extra  copies.)
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