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REPORTS
TO T H E  R E A D E R

R o bert Lee Sw ain P h arm acy  Sem 
inar.— Before we tell you about the 
au thors who have contributed  articles 
for this issue, it seem s fitting tha t we 
should tell you about the recent es
tab lishm ent of a sem inar cosponsored 
by the U niversity  of M aryland School 
of P harm acy  and the M aryland P h a r
m aceutical A ssociation in honor of 
R obert Lee Swain.

T he Annual D r. R obert L. Swain 
P harm acy  Sem inar has been estab 
lished by the M aryland Pharm aceutical 
A ssociation w ith  a twofold purpose 
in mind.

I t first purposes to recognize the 
m any years of service D r. Swain has 
devoted to the profession of pharm acy. 
H e has d istinguished him self as a 
M aryland health official, as secretary  
of the M aryland B oard of P harm acy  
and as ed itor of the M a ry la n d  P h a rm a 
cist. H e has served on the A m erican 
Foundation  for P harm aceutical E duca
tion, the A m erican Council on P h a r
maceutical Education and the Committee 
on the P harm aceutical Survey. Also, 
Dr. Swain is a past presiden t of the 
M aryland P harm aceutical Association, 
the A m erican Pharm aceutical A ssocia
tion and the N ational A ssociation of 
B oards of Pharm acy. F o r m any years, 
he was chairm an of the trustees of the 
U nited S tates Pharm acopeia. H e is 
presently  editor-in-chief of D ru g  T o p 
ics and  D ru g  T ra d e  N ezos.

Secondly, the M aryland P h arm aceu 
tical A ssociation is striv ing to bring  
to pharm acists and the allied drug  
industry , inform ation of in te rest to 
all segm ents of the profession and 
the industry . C hanging conditions and 
practices dem and we m eet in open 
forum  to obtain inform ation and dis
cuss pharm acy problem s with experts. 
T he Dr. Swain Sem inar will provide 
such an opportunity  annually.

In te rna tion a l L aw .— Mr. R obert W . 
G regg’s article begins at page 187. 
T his article m arks a developm ent of 
g reat im portance in in ternational law 
discussing as it does the single n a r
cotics convention. T his convention was 
the subject of an earlier article in the 
Novem ber, 1958 issue of the F ood D rug 
Cosmetic L aw J ournal, w ritten  by 
Com m issioner Anslinger.

W ith  the help of two gran ts  from 
the W ake F orest College G raduate 
Council and the Shell Foundation, 
R o b e r t IV . G regg , a professor at W ake 
F orest College, spent several weeks 
at U nited N ations headquarters last 
sum m er studying  the docum ents of 
the Com m ission on N arcotic D rugs.

H is article briefly surveys the ex
isting  sta te  of in ternational trea ty  law- 
in respect to narcotics, analyzes the 
defects in the form er contro l system , 
and outlines the efforts which were 
m ade by the commission.
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The Single Convention 
for Narcotic Drugs

By ROBERT W . GREGG

This article is based on the author’s research on international 
regulatory problems with the assistance of grants from the Shell 
Foundation and the Wake Forest College Graduate Council.

TH E  U N IT E D  N A T IO N S  has been the source of a considerable 
am ount of new s and several headlines in the early  m onths of 1961. 
A rio t m arred  the  deliberations of the Security  Council, the G eneral 

A ssem bly reconvened to take a new  look at the fast-m oving Congo 
crisis, the Soviets stepped up th e ir a ttack  on the Secretary-G eneral, 
and the U n ited  S ta tes parted  com pany w ith  its allies over the  difficult 
question  of A frican nationalism . D uring  these sam e try in g  weeks, 
the  U nited  N ations w as also the scene of an im p ortan t event w hich 
com m anded no headlines and few inches of new s space. T h a t event 
w as du ly  and unob trusively  recorded each day in the N ew  York Tim es 
box. “T he P roceedings in the U. N .,” as the “Conference for the 
A doption of a Single Convention on N arcotic  D rug s.-’ Convened on 
Jan u ary  24, th is conference labored for tw o m onths to  ham m er ou t a 
tre a ty  to  serve as the basis for the in ternational con tro l of narcotics. 
On F eb ruary  15, w hile dem o nstra to rs clashed w ith  guards in the 
Security  Council cham ber, delegates from  som e 70 sta tes, m eeting  in 
a conference room  in the sam e building, debated a technical point 
concern ing changes in the scope of in ternational con tro l over narcotic 
drugs. T h ree  w eeks later, as P residen t N krum ah of G hana addressed 
the G eneral A ssem bly in an atm osphere chilled by the  cold w ar, an 
ad hoc com m ittee of the d ru g  conference discussed prov isions per
ta in in g  to  the functions and com position of in ternational d ru g  control
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organs. T he con trasts  a t U nited N ations headquarters w ere p ro 
nounced in F eb ruary  and M arch.

T he quiet, less spectacular w ork of the  conference w as concluded 
on M arch 25. By a vote of 46 in favor, none against, and eight 
absten tions, the conference adopted T he Single C onvention on N ar
cotic D rugs.1 T h is  little  publicized trea ty  represen ts the culm ination  
of m any years of endeavor under the aegis of the U nited  N ations. 
A t the tim e the conference convened, an extensive body of d rug  trea ty  
law  was already in existence, bu t it had been developed over a period 
of nearly  50 years and w as to  be found in som e nine conventions and 
protocols. Because they w ere drafted  at different tim es un der different 
sets of circum stances and ratified by different com binations of sta tes 
in each case, the several in ternational agreem ents am ounted to  a patch- 
w ork of obligations and com m itm ents which w as not w holly sa tis 
factory. Considerable p rogress had been m ade in curta iling  the abuses 
of narcotic drugs, bu t those abuses had not been eradicated. I t w as 
against th is background of persisten t bu t unfulfilled in ternational effort 
that the narcotics conference opened.

T he conference conceived its functions to be tw o in num ber. As 
a m inim um  effort it was to  endeavor to  codify the com plex nexus 
of trea ty  law already in existence. H ow ever, an equally im portan t 
reason for convening the conference was to  fu rth e r develop and expand 
in ternational narcotics control. E arly  in its d raftin g  h is tc rv  the  new 
trea ty  w as labeled, for obvious reasons, the Single C onvention: bu t 
those w ho w ere concerned w ith narcotics problem s hoped th a t it 
w ould prove to  be g ra te r  than  the sum of the p arts  it replaced.

A lthough the Single C onvention on N arcotic  D rugs is the product 
of com prom ise and is not as am bitious a docum ent as it w as in its 
d raft form when the U nited  N ations conference began it is nonetheless 
a substan tia l new docum ent and a prospectively im p ortan t con tribu tion  
to  the field of in ternational regulation. I t  represen ts a clarification 
and extension of in ternational law  on a fron tier w here cooperation is 
possible and w here progress, though difficult to  achieve, is clearly  and 
dem onstrab ly  for the benefit of all nations, regard less of d eo o g v  or 
political com m itm ent.

T he  narcotic d rug  problem , reduced to  its essentials, is th is : to 
estab lish  regu la to ry  control which will elim inate all abuses of narcotic 
d rugs while gu aran tee ing  an adequate supply of those drugs for

'T h e  convention is contained in U N  
Doc. F ./C O N F.34/22, hereafter cited 
as the Single Convention.
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m edical and  scientific purposes. In  the  beginning, control efforts w ere 
alm ost exclusively national, bu t it soom becam e app aren t th a t the 
problem  w ould have to be trea ted  on a un iversal basis. T he nation 
which does no t exercise control over drugs, or whose control system  
is inadequate or ineffectual, rep resen ts an inv itation  to  illicit traffick
ing. w hich is de trim en ta l to  all nations. Conscious of th is  fact, the 
w orld com m unity  m oved to in ternationalize  controls.

T he in terna tion al regu la to ry  cam paign, inaugura ted  in 1909 a t 
Shanghai, ga thered  m om entum  slowly. As a resu lt of lack of know l
edge and experience, nations undertook  the  task  of regulation  in th is 
un charted  area of in terna tional cooperation w ith  considerable caution. 
Follow ing the exp lo ratory  Shanghai m eeting, w hich w as concerned 
prim arily  w ith  opium  sm oking in the  F a r  E ast, the first large-scale 
d rug  conference w as held at T he H ague in 1912. T he convention 2 
concluded th ere  enunciated  a num ber of principles w hich still serve 
as the basis for in terna tional narcotics control, b u t it w as lacking 
in tee th  and failed to  establish even a rud im en tary  in ternational con
tro l center. A t the conclusion of W o rld  W a r I, the peace trea ties 
w ere used as a vehicle for b rin g in g  T he H ague convention in to force 
and an even m ore significant step w as taken  w hereby  the L eague of 
N ations w as assigned responsib ility  for the  supervision of international 
regula tion  of narcotic drugs.

Some of the m ost im p ortan t of the features of in terna tional reg u 
lation now  in effect w ere developed under the  aegis of the  L eague 
of N ations and its O pium  A dvisory  Com m ittee. T w o conferences, 
one in 1925 and the  o ther in 1931, resu lted  in conventions w hich 
significantly  streng then ed  in terna tion al law, regulation  and coopera

2 League of N ations, T r e a ty  S e r ie s  
(L N T S ), Vol. 8, pp. 187 ff.
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tion in the d rug  area. T he Geneva C onvention of 1925 3 established the 
P erm an en t C entral O pium  Hoard (P C O B ) and sough t to regula te  
narcotic d rugs by b ring ing  trade in such drugs under a m ore com 
prehensive and s trin g en t control regim e. P red icated  on tne assum p
tion th a t it w ould be m uch m ore difficult to  m isuse narcotics if each 
act of im portation  and exporta tion  w ere sub ject to  governm ent ap 
proval. the G eneva C onvention m ade exports con tingen t upon certifi
cation by the  governm ent of an im p ortin g  com pany th a t the drugs 
in question are needed for medical or scientific purposes in th a t coun
try . T he PC O B  has served to  focus a tten tion  on the availab ility  of 
d rugs and the  flow of in ternational trade by acting  as a clearing  house 
for sta tis tics  w hich governm ents are required to  subm it annually  in 
respect to  p roduction , m anufacture, consum ption, and stocks, and 
qu arterly  in respect to  im ports and exports.

Tt w as im possible for sta tes  long to  ignore the fact th a t the careful 
channeling  of the in ternational d rug  trade  w as no t adequate and th a t 
illicit traffic will exist as long as an excessive am ount of d rugs is 
available. T he O pium  A dvisory C om m ittee of the L eague addressed 
itself to  the  problem  of elim inating  the excess. The resu lt w as a 
convention adopted at G eneva in 1931,'1 usually  referred to  as the 
L im ita tion  C onvention, w hich undertook  to reduce the avai able supply 
of m anufactured  d rugs to a level consisten t w ith w orld needs for 
medical and scientific purposes. T he need for narcotic d rugs has been 
determ ined from  estim ates subm itted  annuallv  by nations to  a D rug  
Superv isory  B ody (D S B ), created by the convention. A careful com 
parison of the sta tis tics  m ade available to  the I’COB each year and 
the estim ates furn ished to  the D SB has enabled the PC O B  to d e te r
mine w hether a nation  has exceeded its estim ated  need. In effect, 
then, the P erm anen t C entral O pium  Board has kept a balance sheet 
of the w orld 's narcotic d rug  supplies and requirem ents.

T aken together, the  1925 and 1931 conventions con stitu ted  a 
significant effort to  regu la te  an im p ortan t industry  on an in ternational 
scale: bu t they  did not solve the d rug  problem . Illicit traffic continued 
to  flow, albeit w ith  m ore difficulty. O ne loophole w as the ineffective
ness of sanctions in de te rrin g  the traffickers. F o r a varie ty  of reasons, 
m any governm ents failed to  provide for punishm ents severe enough 
to  discourage the lucrative illicit traffic in narcotic drugs. F u r th e r

3 L N T S .  Y o l .  81 , p p .  31 7  ff. F o r  t e x t  4 L X T S ,  Y o l .  139. p p .  301 ff. F o r
a s  a m e n d e d  b y  p r o to c o l  s ig n e d  a t  L a k e  t e x t  a s  a m e n d e d  b y  1946 p r o to c o l ,  s e e  
S u c c e s s .  X . Y „  D e c e m b e r  11. 1946, s e e  L  X  D o c .  E / X T / 3  
U N  D o c . E / X T / 2 .
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more, in ternational cooperation in dealing  w ith  the trafficker had not 
been particu la rly  successful. In 1936, ano th er in terna tion al convention 
w as approved a t G en ev a5 w hich w as concerned alm ost exclusively 
w ith th is  facet of the  problem . U nfo rtun ate ly , it has been the  least 
sa tisfacto ry  of the narcotics conventions in force, hav ing been ratified 
by only a few  states.

T hese  conventions, adopted at G eneva in 1925, 1931 and 1936, 
w ere a m ajo r p a rt of the legacy bequeathed to the  U n ited  N ations 
by the L eague of N ations. T he O pium  A dvisory  C om m ittee had a 
fru itfu l life span and the PC O B  and the  DSB quickly estab lished 
them selves as useful and h igh ly  com petent organs in the p ro tracted  
cam paign to  regu la te  narcotic  drugs. W hen the U nited  N ations as
sum ed control a fte r W o rld  W a r  I I , and the Com m ission on N arcotic 
D rugs assum ed the  responsibilities of the  O pium  A dvisory C om m ittee, 
tw o problem s seem ed to  require im m ediate a tte n tio n : syn thetic  drugs 
and the  production  of d rug  raw  m aterials.

Since the conclusion of the L im ita tion  Convention in 1931, m any 
new  drugs had been developed, especially syn thetic  drugs, w hich were 
not sub ject to  the earlier controls. In  1948, a protocol w as signed at 
P aris  6 w hich m ade syn thetic  d rugs sub ject to  the ex isting  control 
system  and also m ade provision for b rin g in g  additional addiction- 
producing  drugs under the contro l of the 1931 convention w ith  the 
assistance of the  W o rld  H ea lth  O rganization .

T he second and even older problem  w ith  w hich the Com m ission 
on N arco tic  D rug s w as confron ted  w as the m atte r of regu la tin g  the  
production  of narcotic  raw  m aterials, such as opium. In te rna tion a l 
con tro l had never been im posed a t the  beg inn ing  of the d rug -m ak ing  
process, th a t is, a t the p lan ting  and h a rvesting  stage. T he O pium  
A dvisory  C om m ittee w as w ork ing  on th is  problem  w hen the  Second 
W o rld  W a r  erupted, and the com m ission quite na tu ra lly  tu rn ed  its 
a tten tio n  to  th is  m a tte r  a t an early  date. F ailing  in its efforts to  
estab lish  an in terna tion al opium  m onopoly, the com m ission elaborated  
a p roduction  control system  based upon the lim itation  of perm issible 
stocks of opium . F u rth erm ore , production  of opium  for export w as re
stric ted  to  seven nations. T h is oblique a ttem p t to  regula te  production 
w as em bodied in a protocol adopted  a t N ew  Y ork in 1953.7 T h is in
stru m en t w as regarded  by m ost of its signers as a tem porary  m easure,

5 L N T S ,  V o l .  198, p p . 229 ft. F o r  “ U N  D o c . E / N T / 7 .
t e x t  a s  a m e n d e d  b y  1946 p r o to c o l ,  s e e  : U N  D o c . E / N T / 8 .
U N  D o c .  E / N T / 5 .
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to  serve the  function of production control un til the  antic ipated  Single 
Convention becam e a reality . H ow ever, the 1953 protocol has never 
come in to force.

T o  th is ro ste r of narco tics in strum en ts  should be added the P ro 
tocol of 1946,8 w hich effected the transitio n  from  the  L eague of 
N ations to the  U n ited  N ations in the drug  field, and tw o earlier ag ree
m ents of m ore lim ited scope and application, adopted a t G eneva in 1925 
and at B angkok in 1931,9 w hich sough t g radually  to  suppress opium  
sm oking. T hus, no few er than  nine m ultila tera l trea ties p u rp o rtin g  
to  regula te  narco tics and im posing a w ide range of obligations upon 
parties had been concluded prior to  1961. T hese  nine trea ties have 
constitu ted  a m ajo r effort a t cooperation on a near un iversal scale in 
an area w hich does not lend itself easily to regulation.

T he them e of th is long cam paign has alw ays been cooperation, not 
coercion. T he foundation  stones of control and regulation  are today, 
as they  have alw ays been, national law s and national adm in istra tive  
practices. A principal function of the several in ternational conven
tions has been to  raise the  s tan dards of national regulation and to 
extend the netw ork  of control th ro ug h  all n a tio ns; indeed, the adop
tion of the Single Convention com es a t a tim e w hen m any nations are 
in tensify ing  th e ir  efforts to  elim inate abuses of narcotics. Iran  and 
A fghanistan , for exam ple, have recen tly  undertaken  to  ou tlaw  opium  
production  ; th is  is a m ajo r step, particu larly  for Iran , which has been 
a principal opium  producer for export.

T he U n ited  S ta tes has only recently  enacted into law one of the 
m ost im p ortan t pieces of d rug  legislation adopted  by th is cou n try  
since it first took an active in terest in the  problem  half a cen tu ry  ago. 
T h is  m easure, the N arcotics M anufactu ring  A ct of I960,’0 represen ts 
a m ajo r stride  in the con tinu ing  effort of the L 'n ited S tates, as m anu
facturer, exporter, and ta rg e t of the lucrative illicit traffic, to supply 
leadership in the  w orld-w ide d rug  contro l cam paign. A brief com 
m en tary  on th is  im p o rtan t dom estic legislation m ay serve to  suggest 
the in terre la tionsh ip  of national and in ternational effort in the n ar
cotics field.

T he principal purpose of the ac t has been succinctly  s ta ted : “to 
give full effect to  tre a ty  ob ligations of the U n ited  S ta tes to  lim it ex
clusively to  m edical and scientific purposes the  m anufacture  of n ar

s U N  D o c . E / N T / 6 .  a s  a m e n d e d  b y  1946 p r o to c o l ,  s e e  U N
9 L N T S ,  V o l .  51, p p . 337  ff.. a n d  V o l .  D o c . E / N T / 1  a n d  E / N T / 4 ,  re sp e c tiv e ly .

177, p p . 373  IF., r e s p e c t i v e ly .  F o r  t e x t s  I0 74 S t a t .  55. 21 U S C  S e c . 501 ( I 9 6 0 ) .
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cotic d rugs and to  require th a t such m anufacture  be restric ted  to 
persons and prem ises th a t have been licensed for th e  purpose.” 11

Prev iously  the  U n ited  S ta tes had d ischarged its ob ligation under 
the  1931 convention, th a t is, the ob ligation  to  lim it to  m edical and 
scientific uses its m anufacture  of narcotics, by th e  ind irect m ethod of 
re stric tin g  the  im porta tion  of n a tu ra l d rug  raw  m aterials. T oday, 
how ever, the  U n ited  S tates, inter alia, m anufactures many of its drugs 
syn thetically , a fact w hich led to  th e  conclusion of the P aris  P ro tocol 
of 1948. R esponding to  th is changed situation , Congress has now  
spelled ou t detailed licensing requirem ents and form ulated  m anufac
tu rin g  quotas. T he m anufacture  and d istribu tion  of drugs, especially 
syn the tic  drugs, are sub ject to  specific q u an tita tiv e  lim itations for the 
first tim e. F u rth erm ore , procedures are enunciated  in th e  N arcotics 
M anufactu ring  A ct for (a) no tify ing  the  U nited  N ations th a t a new 
d rug  has addiction-producing properties, and (b) receiv ing a finding 
or decision from  the W H O  or the  Com m ission on N arco tic  D rugs th a t 
a d rug  is addiction-producing. In  th is  w ay, the  flexibility of con tro l 
w hich the  1948 protocol hoped to  achieve is incorporated  in to  the  
new  act. F inally , the  controls over d ru g  exports from  the  U nited  
S ta tes have been modified to  require th a t exports be au thorized  only if 
the  receiving coun try  is a p arty  to  the  convention un der w hich th e  
particu la r d ru g  is controlled.

T he passage of th is  law  and th e  prom ulgation  of th e  necessary  
ru les and regu lations by the  com m issioner of narco tics gives the  
U n ited  S ta tes a very  com prehensive and detailed  d rug  control system . 
In  fact, th ere  exists today  in th e  w orld an e laborate s tru c tu re  of na
tional law s and m ultila te ra l trea ties, no t to ta lly  encom passing the  
problem  b u t co n stitu ting  a m ajo r bu lw ark  against the  abuse of n a r
cotic drugs. If the  trafficker has no t been elim inated, his task  has been 
m ade infinitely m ore difficu lt; if addiction still exists, it is a t least not 
as easy to  sustain.

T he fact th a t the d ru g  contro l cam paign had  n o t achieved all of 
its  ob jectives prom pted the  decision to  convene the  p len ipo ten tia ry  
conference in 1961. W h a t have been the deficiencies in th e  in te r
national d rug  contro l system ? W h y  did it becom e necessary  to  codify 
ex isting  in terna tion al tre a ty  law  and, if possible, ex tend  i t ? 12

“ S .'R ep t. 1077, 86th Cong., 2d Sess. 
(1960), p. 1.

12 F o r analysis of the shortcom ings of 
the presen t system , see H e rb e rt L. 
M ay, “T he Single C onvention on N ar-

cotic D ru g s: C om m ents and Possib ili
ties,” 7 B u lle t in  N a r c o tic s  1 (1955) ; 
B ertil A. R enborg, “In te rna tion a l C on
tro l of N arco tics,” 22 L a w  &  C o n te m 
p o ra ry  P ro b le m s  86 (1957).
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In  the  first place, the  contro l regim es have been too com plicated 
because of the  num ber of conventions in the  field. Supposedly these 
conventions form ed an in terlock ing system  of c o n tro l; yet they  have 
no t all been ratified by the sam e s ta tes .13 T he re su lt has been so m any 
legal re la tionsh ips betw een sta tes  and betw een sta tes and the  in te r
national d rug  organs th a t the control system  has no t been able to 
function at m axim um  effectiveness.

T he  in ternational o rgans them selves have constitu ted  an unneces
sarily  com plex contro l m achinery. In  an effort to  com bat abuses of 
narcotic drugs, the com m ission w as estab lished under the Econom ic 
and Social Council, th e  P erm an en t Central O pium  B oard and the 
D rug  Superv isory  B ody w ere created  by  treaties, and the AA7orld 
H ea lth  O rgan ization  w as given responsibilities in the  d ru g  field under 
three treaties. Each of these bodies has had d istinct b u t re lated  func
tions ; how ever, they  have derived th e ir  au th o rity  from  different 
agreements, have had their own secretariats, and have confronted nations 
w ith  the necessity  of d ischarg ing  responsibilities to  a num ber of dif
feren t organ izations.

T he provisions of the several conventions have also form ed a 
com plex m aze of obligations. Inasm uch as the problem  is so m any- 
sided, it w ould be unrealistic  to  expect a sim ple control system . B ut 
surely the system  could be sim pler than  it has been ; nine trea ties 
have frequen tly  added up to inconsistency, duplication, and even 
obsolescence. T h is  has posed problem s for any nation conscientious 
enough to w ish  to  m ake a m axim um  con tribu tion  to  narcotics con
trol, and especially for the  large num bers of sta tes w ith  lim ited 
adm in istra tive  experience and m eans for financing a sophisticated, 
efficient dom estic control system .

A fu rth e r defect has been th a t the techniques of control have 
been com paratively  inflexible, a dangerous flaw in dealing w ith  a 
problem  which can be confined only if the control system  is sufficiently 
fluid to  take in to  account new and perhaps unforeseen developm ents. 
A danger exists th a t technological p rogress and advances in pharm a
cology m ay have the  unw anted  subsid iary  effect of facilita ting  tra f 
ficking and addiction. T he control bodies have been handicapped by 
excessively detailed tre a ty  clauses w hich have rendered the  in te r
national experts less effective and less able to  use their good ju dg
m ent to  th rvart the traffic. T here  has been a need for g rea te r

w F or s ta tus of ratifications as of 
M arch IS, 1960, see U N  Doc. F ./C N .7 /
378/A(ld.3 (1960).
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discretionary authority a t the international level, in o rder th a t action 
m ay be taken  p rom ptly  along the  constan tly  sh ifting  fron t of the 
narcotics problem . I t  is no longer adequate to respond to  each new 
phase of the narcotics s truggle  w ith  an in ternational conference and 
a new convention : th a t is a slow and costly process.

F inally , the control system  has been characterized  by loopholes 
w hich could be tigh tened , bu t no t closed, by m aking all nations 
parties to  the  sam e com prehensive trea ty , consolidating in ternational 
bodies devoted to  the  problem , or g ran tin g  to those bodies g rea te r 
discretion. In  o ther w ords, som e of the problem s cannot be solved 
m erely by tink erin g  w ith  the ex isting  p a tte rn s  of obligation and 
regulation . F o r exam ple, one of the m ost critical deficiencies in 
th is field has been th a t raw  m ateria ls  have no t been sufficiently con
trolled by  previous conventions. In  th is and in o ther areas, a need 
has existed for in s titu tin g  m ajo r new program s of control.

T he Single C onvention w as proposed as a h igh ly desirable, 
perhaps even an im perative step in overcom ing the defects of an 
excessive num ber of treaties, an overly com plex adm inistra tive  
m achinery, the inflexibility of the control system  and the inadequate 
scope of tre a ty  law. T he need for tak in g  th is step had existed for 
a long tim e ; it had becom e increasingly  urgen t.

T he Com m ission on N arcotic  D rugs first considered the ques
tion of the Single Convention in 1948: ten  years la ter w ork w as 
concluded on the  p rep ara to ry  draft w hich becam e the w ork ing  paper 
for the p len ipo ten tiary  conference.14

A t the  com m ission's th ird  session, the U nited  S ta tes in troduced 
a reso lu tion  w hich called for a unified convention, incorpo ra ting  the 
provisions of trea tie s  a lready in force and closing gaps in the ex ist
ing  control system , especially by p rov id ing  for a lim itation  of the 
production  of d rug  raw  m aterials. T he im portance of th is  proposal 
w as apprecia ted  by all m em ber states, and the com m ission requested 
the E conom ic and  Social Council to  au thorize  the Secretary-G eneral 
to  p repare a d ra ft convention. E C O SO C  responded favorably  and 
the Single C onvention becam e a m a tte r  of high p rio rity  for the 
Com m ission.

A w are th a t it m ight be som e tim e before the sw eeping change 
of the Single C onvention could be effected, the com m ission first 
tu rned  its a tten tion  to  consideration of an in terim  agreem ent lirnit-

11 F or th ird  draft, see U N  Doc. drafts, see U N  Doc. E /C N .7 /A C .3 /3
E /C N .7 /A C .3 /9  (1958), hereafter cited (1951); U N  Doc. E /C N .7 /A C .3 /7
as D raft Single Convention. F o r earlier (1956).
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ing opium  production . H ow ever, the S ecre ta ria t’s first d raft of the  
Single Convention w as before the fifth session of the  com m ission 
and th a t body began a detailed stu dy  of it a t the seventh  session in 
1952. Six years and tw o  d rafts  la ter, the com m ission com pleted 
consideration of all ou tstan d ing  questions and felt th a t it m igh t a t 
last subm it the resu lts  of its  labors to  an in ternational conference.

T hose w ere no t easy years of gestation . M any a lternative  tex ts 
had to  be elim inated and num erous am biguities weeded out before 
the tedious task  of p repara tion  could be considered finished. T he 
com m ission had tended to  accept, early  in its  deliberations, the 
thesis th a t unification of ex isting  trea ties should be m ore th an  a 
m ere com pilation and consolidation of existing  tex ts, and th a t w eak
nesses and com plexities ou gh t to  be rem oved. H ow ever in practice 
it was difficult for the m em bers of the Com m ission to  agree on an 
acceptable tex t w hich would correct those w eaknesses and resolve 
those com plexities. C onsequently , conflicts over a num ber of con
troversial clauses occupied the Com m ission th rough  m any m eetings, 
and w ere finally “resolved" only ten ta tively , the d issen ting  sta tes 
reserv ing  the righ t to carry  their objections to  the p lenary  conference.

W hen  the conference finally convened, the delegates had the 
benefit of a pa tien tly  prepared w ork ing draft, extensive com m ents 
on the draft by a large num ber of s ta tes  and in ternational o rgan i
zations,15 and the very considerable resources and assistance of the 
D ivision of N arcotic  D rugs of the U nited  N atio ns’ S ecretariat. T he 
conference w as well a ttended. T here  had been some question about 
the  scope of inv itations, which were finally extended to  all s ta tes 
m em bers of the U nited  N ations, the specialized agencies, and the 
In te rna tion a l A tom ic E n erg y  A ssociation. T h is form ula had the 
advantage of near-universality , b u t excluded several C om m unist 
regim es while p erm ittin g  such nonm em bers as Sw itzerland, the Federal 
R epublic of G erm any, and the R epublic of K orea to a ttend . N ever
theless, all of the m ajo r pow ers except C om m unist China a ttended, 
as did the im p ortan t d rug  m anufactu ring  states, the principal opium , 
coca bush, and cannabis p roducing  states, and m ost of those sta tes 
which have been centers of illicit traffic. In  all, 73 sta tes plus the 
PC O R , DSB, W H O , IL O , IC A O , and IN T E R P O L  had accredited 
represen ta tives at the conference. As a resu lt, the convention which 
w as adopted can be said to  reflect a un iversal consensus. T h a t con

15 See UN  Doc. E /C O N F.34/1  (1960).
All o ther E /C O N F .3 4  docum ents cited 
w ere issued in 1961.
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sensus w as achieved only after m any long weeks, num erous com 
prom ises, and the deletion of a num ber of controversial provisions.

W h a t is to  be the new pa tte rn  of national ob ligation and in te r
national control under the Single C onvention? I t  is. in its essence, 
the old p a tte rn  of earlier conventions, stream lined to  som e ex ten t 
and som ew hat m ore am bitious in its  sweep. I t  reflects a continued 
stress upon the principle of indirect, th a t is. national control. M ost 
of the controversial features of the  D raft Single C onvention w hich 
did not survive the conference failed because they  deviated from  the 
principle of indirect control. L eland Goodrich, w riting  prio r to  the 
conference bu t w ith  the com m entaries of s ta tes upon the D raft Single 
Convention a t his disposal, observed th a t “there  is no evidence th a t 
in dealing w ith  th is problem  of adm itted  in ternational concern, and 
largely  technical in character, s ta tes are w illing  to  yield th e ir responsi
bilities in legislative and administrative fields to  international organs.” 16 
T he conference sustained th a t im pression. As several delegates to 
the conference rem arked, the centra lization  of d rug  controls has 
progressed about as far as can reasonably  be expected at the p resen t 
tim e: to  insist upon m ore d irect con trols flies in the face of the 
dem onstra ted  sensitiv ity  of s ta tes  to encroachm ent upon sovereign 
prerogatives.

T he new  convention, therefore, follows the  pa tte rn  of the 1925, 
1931, 1948, and  o ther earlier conventions. I t  incorporates m ost of 
th e ir  features and includes few m ajor innovations. Before no ting  
its principal provisions, it m ight be well to  observe th a t the m ost 
conspicuous feature of the new convention should u ltim ately  be its 
singu larity . In  tim e, as it com es in to  force and ex isting  trea ties are 
phased out, th is  in strum en t will constitu te  the single codified s ta te 
m ent of in ternational law  in the narcotics field.

T he scope of the  Single Convention is defined in clauses p ro 
viding for different control regim es for different drugs and p repara
tions. depending on th e ir  properties. F urtherm ore, provision is m ade 
for a lte rin g  the scope of control by add ing  drugs to  any of the sev
eral regim es or tran sfe rrin g  drugs from  one regim e to  another. T his 
elem ent of flexibility has been carried over from  the 1948 P rotocol, 
bu t the procedure has been modified. T he W H O  will continue to play

16 Leland M. G oodrich, “ New T rends eve of the conference, is an excellent
in Narcotics Control,” In te rn a tio n a l C on- s tudy of the th ird  draft prepared by
c ilia tion . No. 530, N ovem ber, 1960, p. the com m ission.
193. T his m onograph , published on the
SINGLE CONVENTION FOR NARCOTIC DRUGS PAGE 197



a role in adap ting  the scope of in ternational control to  changing 
developm ents in scientific and m edical know ledge; how ever, its role 
will not be decisive. Pow er to decide w h eth er a new d rug  should 
be sub ject to  control, and if so to w h at regim e, is g ran ted  to  the Com 
m ission. I t  is the  in ten tion of the new  tre a ty  th a t the W H O  shall be 
consulted by  the com m ission, bu t the decision-m aking responsib ility  
rests  w ith the adm inistra tive  organ, rep resen ta tive  of governm ents, 
no t w ith  the technical body. In addition to  th is change, the  confer
ence also accepted a procedure for the review  of a con tested  Com 
m ission decision by an ad hoc panel of th ree  experts com petent to  
deal w ith  narcotic prob lem s.17

One of the  cen tral features of the Single C onvention is a sim pli
fied in ternational control m achinery. T he com plexity of the ex is t
ing machinery had been one of the most frequently cited shortcomings 
of d rug  trea tv  law. R esponding favorably to  one of the key p ro 
posals in the D raft Single Convention, the conference consolidated 
the PC O B  and the  DSB and designated  the  new organ  the In te r 
national N arcotics C ontrol Board. F unction ing  in bo th  an adm inis
tra tive  and a quasi-judicial capacity , the new  board will still be 
d istinct from  the policv-m aking organ in the field, the Com m ission 
on Narcotic Drugs. This simplification of the administrative machinery 
will make one organ responsible for adm inistering  the estim ates 
system  and the  system  of sta tistica l re tu rns. In  addition, the board 
will have broad pow ers to  adopt m easures to  insure im plem entation 
of the  convention’s provisions by all states. T his consolidation of 
functions has in te res tin g  im plications. H eretofore, one in terna tional 
body has partic ipated  in determ in ing  m axim um  perm issible holdings 
of d rugs by na tio n s: a second body has used these m axim a as a guide 
in overseeing the discharge of treaty obligations by nations and invok
ing sanctions in the  event th a t nations were delinquent or w ere ten d 
ing to  becom e centers of illicit traffic. N ow  a single organ will 
perform  these distinctive tasks.

T here w as little  objection to  tran sfe rrin g  m any provisions, based 
prim arily  upon the w idely accepted 1925 and 1931 conventions,, to 
the new trea ty . H ow ever, the clause au tho riz ing  the board to  estab 
lish estim ates for nonparties th a t do not subm it them  stirred  up some 
of the conference’s sharpest debate. T he Soviet bloc m em bers insisted

*' For scope of convention and changes 
therein, see Single Convention; A rt. 2 
and 3.
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th a t several sta tes— the P eop le’s R epublic of O u te r  M ongolia w as 
frequently  cited as an exam ple— m ay be denied an op po rtun ity  to 
become parties to  the  Single C onvention and th a t the board should 
therefore have no au th o rity  to  estab lish  estim ates for th em .18 In 
spite of such p ro tests , the  version of the  convention w hich w as finally 
approved re ta in s the  tim e-honored au th o rity  of the board in respect 
to th ird  parties, th u s  s tren g th en in g  the contro l regim e by un iversal
izing the estim ates system .

T he board, it should be noted, is to consist of 11 m em bers, 
elected for th ree-year term s as fo llo w s: th ree  ou t of five nom inated 
by W H O , and e ight from  a list nom inated  by U nited  N ations m em 
bers and parties to  the Single C onvention w ho are no t m em bers. 
I t  is hoped th a t th is form ula will resu lt in a board of “ technical 
com petence, im partia lity , and d isin terestedness .” a lthough  it was 
apparen t du ring  th e  conference th a t m any nations tended to regard  
the board as a body w hich should reflect the  principle of geographical 
d istribu tion , a t best an irre levan t criterion .19

O ne of the  m ost con troversial sections of the D raft Single Con
vention perta ined  to  the bo ard ’s g ran t of pow ers for enforcing the 
provisions of the  convention. In  the final analysis, the  conference 
dropped several of the m ore divisive proposals and settled  for a 
package of enforcem ent m easures w hich are a t once m ild and based 
on the precedent of earlier treaties, especially the 1925 convention 
and the still-born 1953 protocol. A m ong those m easures w hich m ay 
be adopted  by the  board are requests for in form ation and for exp lana
tions, public declarations th a t a p a rty  has violated its obligations, 
and recom m endations th a t em bargos on im ports and exports be 
im posed. W ith in  th is  range of sanctions, the  board has considerable 
d iscre tionary  au th o rity .20 T he con troversy  w ith in  the  conference 
over th ird  parties extended to  the question of the board 's  enforce
m ent pow ers as w ell as to  its  au th o rity  to  estab lish  estim ates. In  
an acrim onious debate on M arch 9, the  Soviet bloc delegates pressed 
the view th a t in terna tion al law  is violated w hen nonparties are m ade 
the prospective ob jects of board actions to  w hich they  have never 
g iven th e ir  consent. A rare  roll call vote w as dem anded on th is 
political tw is t to  an essentially  technical question, and the custom  of

18 See U N  Dec. E /C O N F .34 /S R .28 , the board  and its com position and func-
pp. 16-20. tions, see Single Convention, A rt. 5-16.

19 F or provisions regard ing  in terna- ™ See Single Convention, A rt. 14.
tional contro l organs, and especially
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requ iring  cooperation from  nonparties to  trea ties in the  d rug  field 
w as continued by  a com fortable m arg in .21

A sizeable num ber of articles in the Single C onvention deal 
w ith  the responsibilities of states. Inasm uch as the  drug- control 
system  is essentially  decentralized, these are am ong the m cst v ital 
articles in the convention and its success w ill be determ ined largely  
by how com pletely and efficiently these duties are assum ed and dis
charged. Once again, the m ajo r portion  of the  catalog of s ta te  
ob ligations has been draw n from  the  earlier conventions. T hus, 
sta tes are required  to  supply a v arie ty  of in form ation to  the S ecretary- 
G eneral (annual reports, tex ts  of law s and regulations concern ing 
narcotics, details on the illicit traffic) ; detailed s ta tis tica l da ta  to  the  
board (re production , consum ption, m anufacture, im ports, exports, 
confiscations and stocks) ; and estim ates to the  board (re qu an tities 
of d rugs to  be produced, consum ed, used in m anufacture  and held 
as s to cks).22 In  addition , the Single Convention re ite ra tes the p rov i
sions of the  1931 convention requ iring  th a t the  m anufacture and 
im porta tion  of d rugs be lim ited to  m axim um  levels com puted on 
the basis of estim ated requirem ents for a varie ty  of purposes.23

S tates are also required  to  estab lish licensing system s and to 
control trade  by m eans of a system  of export and  im port au th o riza 
tions. T he p a tte rn  of these ob ligations in respect to  trade and dis
trib u tion  is basically  th a t prescribed by  the 1925 convention. In  one 
particu lar, how ever, the  new tre a ty  is updated  to  take in to account 
the developm ent of s ta te  ow nership and operation  of m anufactu ring  
and trade en terprises. T hus, the obligation to  license these activities 
has been supplem ented by recognition of an a lte rn a tiv e  m ethod of 
con trol—the estab lishm ent of a s ta te  en terp rise or system  of sta te  
enterp rises for the purpose of m ore effective control and surveillance 
of the d rug  industry . A lthough  the  conference declined to  go so far 
in regu la tin g  dom estic d istribu tion  as to  require th a t prescrip tions 
be w ritten  in the  form  of counterfoil books or th a t all o rin ted  and 
w ritten  m aterial relative to d rugs indicate th e ir  in terna tional non
p rop rie ta ry  nam e, recom m endations to  these effects are contained 
in the convention.24

21 See especially U N  D ec. E /C O N F . 24 See Single Convention, A rt 30 and
34/SR.30. 31.

22 See Single Convention. A rt. 17-20.
23 See Single C onvention A rt. 21.
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An in terestin g  new  provision has been incorporated  in to the 
Single Convention, exem pting  narcotic drugs carried in first aid kits 
aboard  tra ins, ships and a ircraft from  the norm al operation of the 
in ternational control regim e, and especially from  the relatively  slow 
function ing  of the export and im port au tho riza tion  system . T he 
convention still requires the exercise of suitable caution in the use 
of these drugs to  p reven t them  from  being d iverted  in to illicit tra ffic ; 
bu t the need for expediting  the clearance of sm all am ounts of drugs 
for use in em ergencies w as im pressed upon the conference w ith  no 
g rea t difficulty.25

H eretofore, the system  of in ternational control has been predi
cated upon the  principle th a t the  m anufacture, export, im port, d is
trib u tion  of, trade in, use and possession of narcotic drugs should 
be lim ited to m edical and scientific needs. T his principle is pe rp e tu 
ated, of course, in the  Single Convention, b u t the scope of the p rin 
ciple has been ex p an d ed : the  production of drugs is now to be lim ited 
exclusively to  m edical and scientific purposes, too. In  effect, th is 
m eans th a t narcotic  raw  m ateria ls such as opium , coca leaves and 
cannabis are to  be sub ject to m ore s trin g en t controls, and sem e of 
the m ost im p ortan t clauses in the convention are those deta iling  obli
gations of s ta tes  in respect to these raw  m ateria ls and the agricu l
tu ra l processes by w hich they  are produced .26

H ow  effectively the  production  gap in in ternational control has 
been closed by the  m easures in the  Single Convention rem ains to  be 
seen. B u t there  now  appears to  be a very  s tro n g  likelihood th a t the 
cultivation  and h arvesting  stages of the d rug  process will be con
tro lled  by  tre a ty  for the  first tim e, follow ing innum erable f ru s tra 
tions in the  long h isto ry  of the  d ru g  control cam paign. Such an 
extension of control was undertaken in respect to opium by the 1953 
protocol, b u t th a t in strum en t never came in to effect, m any nations 
deliberate ly  deferring  action on it in the expectation  th a t the Single 
Convention w ould include provisions in the area of production . T hose 
expectations have now been realized.

P arties  w hich perm it the cu ltivation  of the poppy for the  pro
duction of opium  are required  to  establish and m ain tain  national 
opium  agencies. T hese agencies are to designate areas in w hich 
the opium  poppy m ay be cultivated , license cu ltivators, receive all * 20

23 See Single Convention, A rt. 32.
20 See Single Convention, A rt. 22-28.
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crops harvested , and exercise an exclusive righ t of im porting , ex p o rt
ing. w holesale trad in g  and  m ain ta in ing  stocks of opium . If a p arty  
believes th a t the diversion of d rugs in to  illicit channels can best be 
preven ted  by p roh ib iting  cultivation, the p a rty  is d irected to  use its 
best endeavors to  p roh ib it such cultivation. I t  will be no ted  th a t 
the controls on production are largely  indirect : th a t is to  say there 
are no prov isions for the assignm ent of quotas or ceilings on produc
tion. O ne of the m ost im p ortan t of the  contro ls im posed or. the p ro 
duction of opium, however, is a stipulation that only certain categories 
of s ta tes  m ay produce opium  for export. T he basic criterion is 
w h eth er the s ta te  w as an opium  exporter as of Jan u ary  1. 1961; if 
a s ta te  did no t produce opium  for export a t th a t tim e, how ever, it 
m ight still be au thorized  to  do so if it notified the hoard of its in ten 
tion to export up to  five tons annually  or received perm ission from  
E C O SO C  to  export m ore than  five tons annually . P arties  to  the  
convention agree to  im port opium  only from  sta tes w hich m ain ta in  
adequate production  control stan dards.27

C ontrols are im posed on the production  of hoth the coca bush 
and cannabis, too. T he re levan t provisions em ploy an econom y of 
w ords and sim ply require th a t sta tes w hich perm it the cultivation  
of these p lan ts should apply to  them  the  sam e system  of controls 
as is required  for opium  in the convention.28 In its d ra ft form , the 
Single C onvention sub jected  poppy straw  to the sam e regim e as 
opium  : how ever, in the version adopted by the conference, a sepa
ra te  article is devoted to  straw , apply ing to  it a lim ited regim e of 
control sim ilar to th a t in the 1953 protocol. T he  function of these 
provisions is to  p reven t the  production of opium  from poppies cu lti
vated  for o ther purposes, to  regulate  the m anufacture of narcotic 
substances from poppy straw , and to sub ject im ports and exports of 
s traw  to  a licensing system .29

T he m easures w hich the  Single C onvention enum erates for deal
ing w ith  illicit traffickers are generally  m ild and carefully phrased to  
avoid conflict w ith  different legal system s. P arties undertake to 
adopt such m easures as w ill ensure th a t several specified offenses 
will be punishable on a scale com m ensurate w ith  the seriousness of 
the  offense. A section on ex trad ition  is included, w hich w ould m ake

:: See Single Convention, A rt. 23 and 28 See Single Convention, A rt. 26 and 
24. 27, and A rt. 28, respectively, for the

coca bush and for cannabis.
29 See Single Convention, A rt. 23.
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certain  of the  punishable offenses ex trad ition  crim es. H ow ever, it 
is m ade quite clear th a t all of these requirem en ts are sub ject to  con
stitu tion al lim itations and dom estic law .30

Treatment o f Addicts. O ne o ther ob ligation is im posed upon 
sta tes, and th a t has to  do w ith  the trea tm en t of d rug  addicts. P arties  
are to  give special a tten tion  to  prov id ing facilities for trea tm en t and 
rehabilita tion  of add icts ; fu rtherm ore , if d rug  addiction is a serious 
problem  in a country , and econom ic resources are sufficient for the 
task , it is recom m ended th a t addicts be trea ted  on a com pulsory basis 
in closed in stitu tion s.31 T h is is a new  subject in d rug  trea ty  law. In 
all p robability  it will have little  effect except in those countries w hich 
have adequate resources to undertake the costly  task  of in stitu tional 
care and rehabilita tion . H ow ever, its inclusion suggests th a t all facets 
of the drug  problem  are w ith in  the purv iew  of the  collective control 
effort, and th a t all approaches to the  problem  will be explored.

A lthough  the convention specifies th a t narcotic  d rugs shall be 
used only for m edical and scientific purposes, it w as necessary to 
include transitio nal provisions w hich perm it nonm edical or quasi
m edical use of several narcotic  substances for lim ited periods of time. 
F o r exam ple, the quasi-m edical use of opium  shall be perm itted  for 
15 years after the  convention com es in to force; the  hab it of chew ing 
the  coca leaf shall be perm itted  for 25 years a fte r the  convention comes 
in to  force ; and cannabis m ay be used in indigenous m edicines for a 
lim ited period, no t to  exceed 25 years. T hese  term s are spelled ou t in 
an  article au tho riz ing  transitional rese rvations.32 In  o ther w ords, the 
sp irit of the convention is th a t m edical and scientific uses only shall 
be authorized  ; the  le tte r  of the  convention perm its tem p orary  excep
tions by reservation .

T h irty  davs follow ing the fo rtie th  ratification or accession to  the 
Single C onvention, it w ill en ter in to force. T he num ber of required  
ratifications is large enough to  gu aran tee  th a t en try  in to  force is con
tin g en t upon w idespread approval ; bu t it is no t so large as to  place 
the convention a t the  m ercy of scattered  national indifference or con
stitu tion al inertia.

T he  Single C onvention is alm ost as in te restin g  for w h at it om its 
as for w h a t it includes. A fter concluding the prepara tion  of its d raft 
for the  conference, the  Com m ission on N arcotic  D rugs in 1958

30 See Single Convention, A rt. 35-37. 32 See Single Convention, A rt. 49.
31 See Single Convention, A rt. 38.
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candidly called a tten tion  to several provisions about w hich there  had 
been serious d isagreem ent w ith in the com m ission.33 In  v irtua lly  
every case, the conference resolved the d isagreem ent by deleting  the 
provision or changing a m andatory  requirem ent to  a m ere recom 
m endation. As a consequence, the  tre a ty  is considerably less am bitious 
in its final form  than  it w as when it w as subm itted  to  the conference. 
A lthough  m any clauses w ere dropped or significantly  modified by the 
conference, seven are of m ore than  passing  in terest because they 
reveal a stron g  sen tim ent w ith in  the com m ission th a t th e  tim e is ripe 
for several new approaches to  the d rug  problem . O bviously, the tim e 
is no t ripe, b u t it is w orth  observ ing th a t each of these m easures w as 
adopted by the commission and included in its D raft Single Convention.

T he orig inal d raft provided for the m andato ry  proh ib ition  of 
drugs which w ere deem ed particu larly  dangerous and of questionable 
therapeu tic  im portance. H eroin  is the standard  exam ple of th is 
category  of drugs. A lthough a m ajo rity  on the  com m ission felt th a t 
absolute p roh ib ition  w as im perative if the incidence of d rug  addiction 
of therapeu tic  origin w as to  be reduced, opposition to  th is new princi
ple w as v igorous in bo th  com m ission and conference. T he  U n ited  
K ingdom , Canada, and several E uropean  sta tes w ere particu larly  in 
sisten t in th e ir  opposition to  a principle w hich they  believed could 
im pede m edical progress. T he m atter, they  argued, should be one 
for national bu t no t in terna tional decision. T his view  prevailed .34

In its final draft, the com m ission had urged th a t the  board be em 
pow ered to  undertake a local inquiry , ostensib ly  to ‘‘elucidate the 
drug  situation  in a  coun try  or te rr ito ry .” and to  im pose a m andato ry  
em bargo as its  m ost severe sanction. In  m aking these recom m enda
tions, the  com m ission w as follow ing the p a tte rn  of the 1953 orotocol. 
B u t the failure of the 1953 protocol has been a ttrib u ted  in p a rt to  these 
very  provisions, w hich w ere unacceptable to  m any sta tes, especially 
those in the Soviet bloc and Y ugoslav ia ; they  have taken the view 
th a t bo th  local inqu iry  and a m andato ry  em bargo are violations of 
national sovereignty. F urtherm ore, the PC O R  itself, w hich had never 
even used its au th o rity  to  recom m end an em bargo, questioned the

33 Econom ic and Social Council, O  ffi
cial R e c o rd s  (E C O S O C , O R ): 26th 
Sess., Suppl. No. 9 (Doc. E/3133)
(1958), pp. 50-54.

34 F or criticism  of this provision, see 
U N  Doc. E /C O N F .3 4 /1 , pp 33-41; 
U N  Doc. E /C O N F .3 4 /S R . 5, 6, 14, 
and 15; U N  Doc. E /C O N F .3 4 /C .2 / 
SR.1-3.
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w isdom  of over-stressing  the judicial n a tu re  of the  bo ard ’s responsi
bilities. B oth  provisions w ere qu ie tly  dropped from  the convention.35

G overnm ents have been required  to  furn ish  estim ates of d rug  
requirem ents since the  1931 convention cam e in to  effect; it w as pro
posed to  the  conference th a t estim ates also be required  of the areas to 
be cu ltivated  for the  harvest of d ru g  raw  m ateria ls as well as of ap
p rox im ate quan tities of drugs to be produced in those areas. T here  
w as a considerable lack of agreem ent as to  the u tility  of such estim ates, 
w hich m any sta tes felt w ere too  unpred ic tab le  to  be of m uch use. I t  
w as also argued  th a t an obligation to  furn ish such difficult estim ates 
w ould undu ly  burden  governm ents of s ta tes  ra ising  the d ru g  plants. 
A com bination of these argum en ts persuaded the conference to  aban
don a com pulsory requirem ent th a t such estim ates be furnished, 
along w ith  one calling for parties to furn ish  s ta tis tics  as to  areas under 
cultivation  for d rug  production .30

O ne of the  controversial features of the D raft Single C onvention 
w as the control regim e for poppy straw . T rad itionally , m orphine has 
been ex trac ted  from  th e  coagulated  juice of the opium  poppy; b u t in 
recent years, large am ounts have been ex trac ted  from  poppy straw , 
th a t is, the  dried poppy capsule and upper p a rt of the poppy stem . 
T he 1953 protocol undertook  to  regu la te  th e  m anufacture  of narcotic 
substances from  straw , bu t did no t provide production  controls. N ot 
satisfied th a t these  m easures w ere adequate, the  com m ission proposed 
a m ore s trin g en t regulation  com parable to  th a t for opium. T h is de
cision w as taken  by a narrow  seven to  six v o te ; the  d issenters, m ostly  
E uropean sta tes, carried th e ir  v igorous objections to  the conference, 
a rgu ing  th a t s traw  is only a by-product of poppy cultivation , th a t it is 
im practicable to  use it for the illicit m anufacture  of m orphine, th a t it 
has no t figured in illicit traffic and th a t it w ould be extrem ely  difficult 
to  control at the farm  level. In  the  face of so m any criticism s, ada
m antly  voiced, the  conference re trea ted  to  the m ore lim ited approach 
adopted  in 1953.3T

A lthough  the  conference finally decided to  lim it the  s ta tes w hich 
m igh t be au thorized  to  produce d rug  raw  m ateria ls for export, it

“ F o r criticism  of this provision, see
U N  Doc. E /C O N F .3 4 /1 , pp. 83-89; 
U N  Doc. E /C O N F .34/S R .19; U N  Doc. 
E /C O N F .34 /C .10 /S R .1 -3 . See, also, 
M ay, w ork  cited at footno te 12, pp. 
10- 11.

3S F o r criticism  of this provision, see 
U N  Doc. E /C O N F .3 4 /1 , pp. 94, 97-98; 
U N  Doc. E /C O N F .3 4 /S R .1 7  and 18; 
U N  Doc. E /C O N F .3 4 /C .9 /S R .2 .

31 F o r criticism  of this provision, see 
U N  Doc. E /C O N F .3 4 /1 , pp. 103-110; 
U N  Doc. E /C O N F .3 4 /S R .9  and 10; 
U N  Doc. E /C O N F .34 /C .S /S R .1 -4 .
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avoided inclusion in the convention of a closed list of such producers, 
identified by nam e. T h is had been done in the 1953 protocol and in the 
D raft Single Convention. A ccording to  the proposed form ula, A f
ghanistan , B ulgaria. Greece, India, Iran , T urkey , the  U nion of Soviet 
Socialist R epublics and Y ugoslavia w ould have been au thorized  to 
produce opium  for export, and Bolivia, Indonesia and P eru , coca 
leaves. M any sta tes w ere h igh ly critical of th is abandonm ent of the 
free trade  principle, particu larly  inasm uch as it tended to  freeze trade 
in d rug  raw  m ateria ls in to  the econom ic p a tte rn  of the 1950's. D e
cisions of Iran  and A fghanistan  to  ou tlaw  opium  production called 
a tten tion  to the fact th a t a closed list of exporters could conceivably 
lead to serious d rug  shortages. T he U n ited  K ingdom  sum m ed up the 
opposition to  the closed list w hen it observed th a t it w ould be “m ost 
undesirab le to  create the risk of a m onopoly of supply of opium  by 
precluding countries well equipped and able to im pose sa tisfac to ry  
controls from  con tribu ting  to  the production  required  to m eet the 
world demand for opium for legitimate medical and scientific purposes." 38 39 

A nother feature of the ill-fated 1953 protocol w as u ltim ately  
vetoed by the  conference w hen the provisions for lim iting  stocks w ere 
deleted. T rio r to the conference, the Soviet U nion had argued  th a t “it 
is inapp ropria te  to  include in the C onvention a provision im pairing  the 
righ t of a sta te  freely to build up stocks of narcotic raw  m ateria ls and 
narcotic m edicam ents and to m ain ta in  such stocks at the  level it deem s 
desirab le.’’ 30 U ncerta in  in any event as to  the u tility  of m axim um  
stock levels, the  conference acceded to  the Soviet view.

F inally , delegates modified several obligations w hich the draft 
had im posed upon sta tes in th e ir  conduct of trade  and d istribu tion . 
N um erous sta tes, including the U n ited  S tates, w ould no t accept m an
dato ry  ob ligations to  use counterfoil books in the w ritin g  of p re
scrip tions or to  require th a t all w ritten  m aterial perta in ing  to drugs 
carry  the  recognized in terna tional nonp ro p rie tary  name. T hese re
qu irem ents, excessively com plicating for m any states, w ere altered  
to  recom m endations by the conference.40

E ach of these departu res from  ex isting  regim es of con tro l w as 
controversial and opposed by  sta tes  w hose con tinu ing  partic ipation  in

38 U N  Doc. F /C O N F .3 4 /1 , p. 116. 
See, also, pp. 112-118, 124 and 125; U X  
Doc. E /C O N F .3 4 /C .5 /S R .1 , 5 and 6.

39 U N  Doc. E /C N .7 /A C .3 /8  (1957),
p. 111. See. also, U N  Doc. E /C O N F . 
34/1, pp. 110-120.

40 F o r criticism  of this provision, see 
U N  Doc. E /C O N F .34/1, pp. 133-139; 
U N  Doc. E /C O N F .3 4 /S R .8  and 16; 
ETN Doc. E /C O N F .3 4 /C .4 /S R. 1 and 2.
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the d rug  control cam paign w as regarded as v ita lly  im portan t. In  the 
course of the  conference, it becam e app aren t th a t delegates had little  
practical choice b u t to  overrule the recom m endation of the  com m is
sion in each case. A lthough some of these  schem es m igh t have tig h t
ened the control system , it w as w idely conceded at the  conference th a t 
no t a g rea t deal of substan tive  value w as lost w hen these clauses w ere 
stricken from  the  convention.

An effort of considerable m agn itude has ju s t been concluded 
in N ew  Y ork, and it is too early  to  draw  up m ore th an  a ten ta tive  
balance sheet on the conference. Inconclusive as any evaluation m ay 
be, how ever, it seem s desirable to  review  the resu lts  of the  conference 
and hazard  a prediction as to the fate of the convention w hich has 
been adopted.

E ncouragem ent m ay be draw n from  several facts :
(1) In  spite of the  fact th a t these are very  parlous tim es, a suc

cessful in terna tional conference has been h e ld ; th is  suggests th a t 
in terna tional cooperation can be achieved in spite of the  in tensification 
of th e  cold w ar, and th a t the  U n ited  N ations and its agencies can play 
an  in strum en ta l role in b rin g in g  about p rogress in areas w here there 
is som e m u tuality  of need and in terest. I t  m ay beg the  question to  call 
the conference a success; how ever, in the  sense th a t it b rou gh t to 
gether 70 odd sta tes  and produced a tre a ty  w hich they  could approve 
overw helm ingly, it w as a success.

(2) T he conference afforded an opportun ity  for a p lenary  review  
of the  s ta tu s  of several ou tstan d ing  problem s in the field of d rug  
control. I t  m ay have helped to  dispel som e persis ten t illusions w hich 
have been reflected in the com m ission's agenda for several years and 
w hich m ade the D raft Single Convention a som ew hat unrealistic  
docum ent. In particu lar, the  concept of indirect control; w ith  principal 
responsib ility  restin g  on sta tes, has been reaffirmed, and the lim its of 
centralized authority and m andatory obligations have been demonstrated.

(3) Consolidation of a num ber of trea ties  has been approved, and 
the new  tre a ty  should have the  advantage of com parative sim plicity 
and clarity . If no th ing  else had been accom plished, m any nations 
believe th a t th is resu lt justifies the  conference.

(4) T he  contro l of the production  of d rug  raw  m ateria ls has 
been established. P ro fiting  by  the lessons learned from  the failure 
of the  1953 protocol, the  conference did no t take a large step  in th is 
a rea ; b u t the m easures w hich w ere adopted  seem m uch more likely to 
en ter in to  force th an  th e  m ore am bitious m easures prom oted in the 
1950's.
SINGLE CONVENTION FOR NARCOTIC DRUGS PAGE 207



O n the  o ther side of the ledger there  are some reasons for concern 
about the  conference and the  convention w hich it ad o p te d :

(1) If, for any  reason, m any sta tes or a  few key sta tes fail to 
ra tify  the  Single C onvention, its  value will be considerably depreciated. 
If the  convention does not, in fact, becom e the single in s tru m en t in the 
field, it will sim ply be one m ore of m any narco tics treaties, adhered to 
by  some, perhaps even by  m any sta tes, b u t only com plicating  an al
ready confused reg u la to ry  picture.

(2) Political considerations m ade it im possible for the  Chinese 
C om m unist governm ent, inter alia, to a ttend  the  conference, and will 
m ake it difficult for th a t regim e to  becom e a party  to  the  new  treaty . 
T he conference m ajo rity  preferred  no t to  try  to  solve the  China ques
tion by opening the convention to  any sta te  (P ek in g  will have to  be 
invited to  becom e a p a rty  by  E C O S O C ). H ow ever, the exclusion 
of m ainland C hina m ay no t help the cause of narcotics re g u la tio n ; 
although  opium  production  in C hina is illegal, th a t country  w as for 
m any years one of th e  w o rld ’s la rgest producers and there  has been 
considerable evidence before the com m ission th a t a huge am ount of 
opium  is still produced in C hina and th a t it finds its w ay in to  illicit 
traffic on a v as t scale.'*1

(3) T here  are, in addition , a num ber of w eaknesses in the  con
vention. T hey  m ay be the product of necessity, bu t in view of the 
high hopes of so m any for a m ore v igorous trea ty , the end product 
m ay seem disappoin ting  in its re stra in t and in w h a t it reveals of the 
unw illingness of sovereign sta tes to  sacrifice real or im agined ad
van tages in o rder to  stop  the  drug  traffic and d rug  addiction.

A sp irit of com prom ise pervaded the  conference, and the  Single 
Convention show s it. A lm ost w ith ou t exception, the  com prom ising 
w as done by  those w ho p referred  a m ore s trin g en t treaty . H ow ever, 
m ost sta tes  found them selves in favor of m ore onerous requirem ents 
in som e areas and of m ore len ien t provisions in others, w ith  the resu lt 
th a t v irtua lly  all s ta tes  had to  yield a t some poin t in order to  achieve 
an acceptable convention. C onsequently, a lthough  the  Single Con
vention  m ay no t be an ideal in strum ent, it is a p ractical in strum en t 
w hich is the p rod uct of a b road  consensus. I t  has an excellent chance 
of w ide acceptance and en try  in to  force a t an early  date. [The End]

“ F o r discussion of opium  produc- 181 and 182 (1952); E C O S O C , O R : 
tion in China, see U N  Doc. E /C N .7 / 30th Sess., Suppl. No. 9 (1960) para- 
211 (1950); U N  Doc. E /C N .7 /232/ graphs 93-121 
A dd.2 (1952); U N  Doc. E /C N .7 /S R .
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The Cranberry Scare 
and Cabinet Immunity
By EDWARD L. SMITH

The Author Is a News Reporter for the Associated Press in New York City. 
This Paper W as Written for a Class at the New York University School of Law.

A S IN G L E  P U B L IC  W A R N IN G  by the  S ecre tary  of H ea lth , E d u 
cation, and W elfare caused m illions of dollars in dam ages in 

1959 to  the  na tio n 's  c ranberry  grow ers.1
L ess th an  th ree  w eeks before T han k sg iv in g  Day, S ecretary  

A rth u r S. F lem m ing  w arned housew ives th a t p a r t of the cranberry  
crop w as con tam inated  w ith  am inotriazo le, a w eed killer th a t has 
induced cancer in ra ts .2

As it tu rn ed  out, m ost of the  crop w as “clean,” 3 b u t the an
nouncem ent had a d ev asta ting  effect on th e  c ranberry  business. In  
m any hom es the  custom  of serv ing  cranberries w ith  T han ksg iv ing  
tu rk ey  gave w ay to serving applesauce or cherries on the  side instead. 
T he in du stry  reported  th a t its re ta il sales dropped 67 per cent from  
T h an ksg iv ing  sales in previous years.4

1 S tatem en t by National Cranberry In
stitute in Boston, Massachusetts, Decem
ber 21, 1959, N e w  Y o r k  T im e s , D ecem ber 
22, 1959, p. 35, col. 1.

2 S tatem en t by A rth u r S. F lem m ing, 
S ecre tary  of H ealth . E ducation, and 
W elfare, a t a news conference, W ash 
ington, D. C., N ovem ber 9. 1959, 2 
C C H  F ood D rug  C o s m e t ic  L a w  R eports 
T 7532 (1959).

3 Secre tary  Flem m ing reported  tha t
33,600,000 pounds of cranberries tested

w ere free of contam ination, and only 
325,800 pounds were contaminated, H e a r 
in g s  b e fo re  th e  H o u s e  C o m m itte e  on I n 
te rs ta te  a n d  F o re ig n  C o m m erce , H . R. 
7624, 86th Cong., 2d Sess., p. 68 (1960).

4 S ta tem en t by  A m brose E. Stevens, 
executive vice president, N ational C ran
be rry  Institu te , in W ash ing ton , D. C., 
quoted in A ssociated P ress dispatch, 
D ecem ber 9, 1959.
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T he c ranberry  w arn ing  set off p ro tests  from several qu arte rs , 
am ong them  the cranberry  grow ers,5 the N ew  York Tim es?  and even 
the A m erican M edical A ssociation .7 E ven tua lly  the E isenhow er ad
m in istra tion  cam e to  the  rescue, announcing  th a t it wou d pay $10 
m illion for losses suffered by grow ers of unsold— and uncon tam inated  
—cranberries.s

T h is  vo lu n ta ry  governm ent indem nity  w as the  only com pensation 
the  innocent c ranberry  grow ers could have collected for th e ir dam ages. 
T hey  had no recourse th ro ug h  any legal action.

P ersons w ho are dam aged by an adm in istra tive  act have tw o 
possible sources of com pensation : (1) the officer w hose act caused the 
in ju ry , and (2) the governm ent, on w hose behalf the act w as done.9

In  the  case of the cranberry  w arning , the  governm ent w as im 
m une, bv specific exem ption of the Federal T o rt Claim s Act. T h is 
im m unity  under the  act covers acts done in executing  a s ta tu te  or 
regulation , even if invalid, or for acts w ith in  any federal agency’s or 
em ployee's “d iscre tionary  function or du ty  . . . w h eth er or no t the 
discretion involved be abused .” 10

T he  c ranberry  grow ers had no recourse by legal action against 
S ecretary  F lem m ing, e :ther. T he S ecretary  w as clearly au thorized  by 
s ta tu te  to  issue the public w arn ing  in a situation  in w hich he believed 
there  was “ im m inent danger" to  the public.11 In  addition , a cabinet 
officer is im m une from  any  to rt liability  as long  as he acts w ith in  his 
“du ties and functions”— even if he in ten tionally  in ju res an innocent 
p arty  out of spite or m alice.12

Such im m unity  leaves the door open to possible abuse of pow er 
by the  S ecre tary—in th is  instance the pow er to  “regulate  bv press 
release." T h is  raises a question : Is it b e tte r to  risk  abuse of such 
pow er than  to  lim it it th ro ug h  the th rea t of possible liability  to  the 
S ecretary?

s S tatem en t by A m brose K. Stevens, 
in W ash ing ton , D. C., N ovem ber 9, 
19S9, N e w  Y o r k  T im e s , N ovem ber 10, 
1959. p. 34. col. 1.

8 A cw  Y o r k  T im e s , N ovem ber 14, 
1959, p. 20, col. 2.

7 A m e r ic a n  M ed ic a l A sso c ia tio n  Jo u rn a l, 
Jan u a ry  2, 1960, p. 62.

‘ N e i l ’ Y o r k  T im e s , M arch 51, 1960, 
p. 1, col. 8.

“ Schwartz, A n  In tro d u c tio n  tc A m e r i 
can A d m in is tr a t iv e  L a w , p. 208 (1958).

1028 U S C  Sec. 2680(a) 1952).
" 5 2  S tat. 1058 (1938), 21 U S C  Sec 

375(b) (1958).
12S p a ld in g  v. V ila s , 161 U. S 483 

(1896).
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T he S ecre tary 's  au th o rity  to  issue press releases com es from  
specific au th o rity  in the F ederal Food, D rug , and Cosmetic A ct,13 and 
from accepted p ractice.14

The F D C A  provides th a t the S ecre tary  “m ay . . . cause to  be 
dissem inated  in form ation regard in g  food, drugs, devices or cosm etics 
in situations involving, in the  opinion of the S ecretary , im m inent 
danger or gross deception of the consum er." 1S

A Senate report du ring  consideration  of the F D C A  bill explained 
th a t the A ct w ould give the  S ecretary  “specific au th o rity "  to  dissem i
nate in fo rm ation .1® an im plication th a t he a lready  had the au tho rity  
by accepted usage.

In  addition , the single cou rt ru ling  on the publicity  provision of 
the FD C A  noted  th a t “ the only purpose of th is s ta tu te  is to place 
w ith in the  express scope of the du ties of the  S ecretary  som eth ing th a t 
w as one of his im plied functions." 17

T here  w as no w ay the  cranberry  producers could have prevented  
the Secretary  from  issu ing the public c ranberry  w arning , or any o ther 
press release, under th is au tho rity . I t  w ould no t have m attered  how 
defam atory  his s ta tem en t w as or how  flimsy his reasons for issu ing it.

As a general rule, defam ation tvill no t be enjoined.18 T he court 
in H oxsey Cancer Clinic v. Folsom, dealing  w ith  a public release by the 
Secretary  of H ealth , E ducation , and W elfare , noted th a t “equ ity  does 
not enjoin a libel or slander." I t  ruled th a t the  rem edy— if any— w as 
an action  for dam ages.19 In  H oxsey  the p rop rie to r of a cancer clinic 
sough t to stop the S ecretary  from  issu ing public notices th a t w arned 
th a t the clinic's trea tm en t for cancer w as “w o rth less.'’ T he proprietor 
argued  th a t there had been no notice or hearing  prior to d istribu tion  
of the circulars.

B u t the  court refused to  issue an in junction . I t  held th a t the  
S ecre tary  can issue public w arn ings w ith ou t notice or hearing, and 
th a t th is will not violate the C onstitu tional rig h t of due process. T he

11 See footno te 11.
“ “T he practice of cabinet officers to 

issue public s tatem ents in respect to the 
activity of their departments is too well- 
know n to require com m ent. Indeed, 
such announcem ents serve a useful if 
not essential role in the functioning of 
the dem ocratic processes of govern
m ent.” G la ss  v . Ic k c s , 117 F. 2d 27.1 
(CA  of DC, 1940).

See footnote 11.
“ Q uoted in D unn, f e d e r a l  f o o d ,  

D ru g , and  C o sm etic  A c t ,  p. 265 (1938).
11 H o r s e y  C ancer . C lin ic  v . F o lso m , 

C C H  F ood D rug  C o s m e t ic  L aw  R eports 
(I 7417. 155 F. Supp. 376 (D C  D of C, 
1957).

“ P rosser, T o r ts  573 (2d Ed., 1955).
19 H o x s e y  C an cer  C lin ic  v . F o lso m , cited 

at footnote 17, at p. 378.
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court reasoned th a t issu ing a public w arn ing  differs from  issu ing an 
o rder or directive, or from  ad jud ica ting  righ ts :

“W h a t [the S ecretary  and the chief of his Food and D ru g  A d
m in istra tion] are doing is d issem inating  in form ation and w arn ing  the 
public against the use of certain  m edicines and of a certain  trea tm en t 
for in ternal cancer. T h is is no basis for requ iring  a hearing  before 
inform ation can be d issem inated." 20

T he llo xsey  court m ade the correct decision,21 bu t its reasoning 
was faulty. A public w arn ing  can have ju s t as severe an im pact as 
an order or directive. C ertainly , the effect of the cranberry  w arn ing  
on the  cranberry  business w as ju s t as severe as a directive or o rder 
w ould have been to  seize all cranberries on the  m ark e t.22

N evertheless, there  is a sound basis for perm ittin g  the Secretary  
to  issue public w arn ings of “ im m inent danger" w ith ou t first holding 
a hearing or g iving notice.

T he purpose of w arn ings of “im m inent danger" is the sam e as the 
purpose of seizure or destruction  of p rop erty  in em ergency by public 
health  officers—the protection  of the public health . And destruction  
of p rop erty  in em ergencies w ith o u t prio r hearing  has beer, upheld by 
the Suprem e C o u r t:

“ [A] hearing before seizure and condem nation and destruction  of 
food w hich is unw holesom e and unfit for use is not necessary  . . .
[ I ] t  is proper to  provide th a t food w hich is unfit for hum an consum p
tion should be sum m arily  seized and destroyed to  p reven t the danger 
w hich w ould arise from  eating  it." 23

C ongress has. in fact, given the  Secretary  pow er to  seize m is
branded goods under a m ore lenient te s t than  th a t of “im m inent 
d a n g e r" ; the F D C A  provides th a t he m ay seize m isbranded goods 
w ith ou t hearing  if he has “probable cause to  believe . . . tn a t the 
m isbranded article  is dangerous to  health  or th a t the labeling of the 
m isbranded article is fraudulen t or w ould be in a m aterial respect m is
leading to  the  in ju ry  or dam age of the pu rchaser or consum er.” 24

20 See case cited at footnote 17, at 
p. 378.

21 See G iristopher, C o n s titu tio n a l Q u e s 
tio n s  in F o o d  a nd  D ru g  Lazos, p. 32 
(1960).

22 See G rossm an and H art, “ Food,
D rug  and Cosm etic L aw ,” in 1959 A n 
nua l S u r z ’ey  o f  A m e ric a n  Lazo, p. 222-223
(1960). It should be noted in this con-

nection tha t the cran berry  w arn ing  was 
followed up by a p rogram  by the  gov
ernm ent and the industry  to  seize and 
test cranberries for contam ination. See 
footnote 3.

’ 'N o r t h  A m e ric a n  C old  S to ra g e  C o m 
p a n y  v . C hicago , 211 U. S. 306 (1908).

21 52 S tat. 1044 (1938), 2'. U SC  304(a) 
(1958).
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T his broad provision w as upheld by the  Suprem e C ourt on the 
ground th a t “we cannot say th a t due process requires [a hearing] at 
th is stage .” 23

Ju d g ing  from  C ongress's reaction to the cranberry  w arning , it 
clearly  in tended S ecretary  F lem m ing to act as he did. O n the floor 
of C ongress, m em bers m ade only scattered  references to  the incident, 
and only a few articles, le tters, edito rials and o ther com m ents— pro 
and con—w ere inserted  in the Congressional Record 25 26

S ecretary  F lem m ing testified about the cranberry  w arn ing  and its 
effects before tw o H ouse com m ittees. In  both instances, C ongressm en 
questioned him  respectfu lly  and sough t in form ation ; none m ade any 
effort to  vilify him  or to  question his au th o rity  to  issue the  w arn ing .27 28

T he S ecretary  subm itted  to  bo th  com m ittees a full repo rt of the  
events th a t led to  the  w arning , and defended his au th o rity  and his 
obligation  to  m ake the  w arning.

H is m ost detailed defense w as to  questions subm itted  to  him  by 
R epresen ta tive  F red  M arshall of M innesota, a m em ber of the H ouse 
C om m ittee on A ppropriations. T he  S ecretary  explained the purpose 
of the public w arn ing  :

“ [T ]h e re  is m uch precedent for pro tection  of the public health  by 
the  G overnm ent, including use of public w arn ings w here necessary. 
Indeed, the G overnm ent has no rig h t to  w ithhold  from  its citizens 
inform ation about situations or p roducts w hich m ay endanger the 
public health . C ertain ly  it is the public policy as set down in the 
F ederal Food, D rug , and Cosm etic A ct th a t consum ers are to  be pro
tected  from  harm fu l (and, since 1958, even inadequately  tested ) con
tam in an ts  of food . . . .

“T he  Food and D ru g  A dm in istra tion  has on m any occasions gone 
to  the  new s m edia w ith  public w arn ings about p roducts on the  m arket 
w hich have been found to  con stitu te  a danger to health  . . . .  U sually

25 E w in g  v . M y t in g e r  &  C a sse lb erry , 
In c ., CCH F ood D rug  Co s m e t ic  L aw
R eports H 7156, 70 S. Ct. 870, 339 U. S.
594 (1950).

28 106 C o n g ress io n a l R e c o rd  A147 (Daily 
E d ition  Janu ary  11, 1960), A341-343 
(D aily  E dition , Jan u a ry  13, 1960), A622 
(D aily  E dition , Jan u a ry  25, 1960), 1670 
(D aily  E dition, F eb ru ary  2, 1960), 2076 
and A1014-1015 (D aily  E dition, F eb 
ru a ry  8, 1960).

2‘ H e a r in g s  b e fo re  the S u b c o m m itte e  on 
D e p a r tm e n ts  o f  L a b o r  and  H e a lth , E d u c a 
tion  and  W e l fa r e  and  R e la te d  A g e n c ie s  
o f  the H o u se  C o m m itte e  on A p p ro p r ia 
tions, 86th Cong., 2d Sess. 165-190, 777 
(1960); H e a r in g s  b e fo re  the H o u s e  C o m 
m ittee  on In te r s ta te  a nd  F o re ig n  C o m 
m erce , 86th Cong., 2d Sess., H . R. 7624, 
63-69 (1960).
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only a single firm or p roduct, or a t m ost a few firms, is involved. T he 
econom ic im pact of such a w arn ing  on the  firm s or products involved 
is necessarily  severe. T he c ranberry  episode differs only in th a t here 
alm ost an entire  in d u stry  w as aftected . . . 28

In testim on y  before the  H ouse C om m ittee on In te rs ta te  and 
F oreign Com m erce, the  Secretary  justified the in ju ry  of innocer.t cran
berry  g ro w e rs :

“ [T jh e re  is one th in g  th a t a responsible governm ent cannot do. 
I t  cannot fail to  place a t the top  of its lis t of p rio rities th e  health  of all 
of the  people even though  by so doing it m ay be or m ay appear to  be 
ac ting  against the  econom ic in terests  of a segm ent of our society.” 29 
M ore specifically, he argued  th a t “the  innocent consum er should no t 
be m ade the  victim  . . .  in order to  p ro tec t th e  innocent p roducer.” 30 

Fie also defended issu ing  the w arn ing  a t the heigh t of the cran 
berry  m ark etin g  season. T he S ecretary  said it had been issued as 
soon as con tam inated  cranberries had been discovered:

“T he tim ing  of the  announcem ent w as governed by the factual 
situation  com pletely beyond our control. I t  is obvious thac the public 
could not be pro tected  from  con tam inated  cranberries if action w ere 
deferred un til the cranberries had a lready been consum ed.” 31

Congress, then, gave no indication th a t it considered the cran
berry  w arn ing  an act beyond the pow ers it had delegated to  the 
Secretary . In fact, seven m onths a fte r the  w arn ing  w as issued, Con
gress re-affirmed the  S ecre ta ry ’s pow er to  issue such public w arnings. 
I t  passed the F ederal H azardous Substances Act.

T h is act con tains a publicity  provision practically  identical to  the 
publicity  provision in the  F D C A ; the H azardous Substances A ct 
au thorizes the S ecre tary  to  dissem inate in fo rm ation about hazardous 
substances “ involving, in the  opinion of the  S ecretary , im m inent dan
ger to  hea lth .” 32 T he  provision w en t th ro ug h  C ongress as orig inallv  
drafted, app aren tly  w ith ou t discussion.33

T hus, the  S ecre tary  is free to  issue public w arnings, b u t he also 
is im m une against dangers for dam ages for in ju ries caused by the 
w arnings. T he Suprem e C ourt ruled in 1896, in the landm ark case of

33 H e a r in g s  b e fo re  S u b c o m m itte e  o f  the  
H o u se  C o m m itte e  on A p p ro p r ia tio n s , cited 
at footno te 27, a t pp. 168-171.

29 H e a r in g s  b e fo re  H o u s e  C o m m itte e  on
In te rs ta te  a n d  F o re ig n  C o m m erce , cited
at footnote 27, a t pp. 168-171.

30 See footnote 29.
31 See footnote 29.
33 74 S tat. 379 (1960).
33 S. Rept. 1158, 86th Cong., 2d Sess. 

9, 13 (1960); H. Rept. 1861, 86th Cong., 
2d Sess. 12 (1960).
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Spalding v. Vilas, th a t cabinet officers are no t liable for defam ation in 
their “official com m unications . . .  in the  discharge of duties im posed 
upon them  by  law .” 34 O therw ise, the C ourt said, effective adm in istra
tion w ould be seriously crippled by  fear of liability.

Spalding held th a t th is  im m unity  applied regard less of the officer’s 
m otive, because “personal m otives cannot be im puted to  du ly -au tho r
ized conduct.” 35

P rio r to Spalding, executive officers w ere held immune from  tort lia
b ility  for acts of discretion only if the acts w ere m ade in good faith. 
A cts m ade m aliciously w ere not p ro tected ,36 bu t an exception had 
been m ade th a t judges w ere im m une to  civil liability  for e rro rs in 
th e ir  judicial actions, regard less of m otive,37 and Spalding w as based 
on th is exception.38

Spalding involved no t a public release b u t a circular sen t to  po st
m asters by the  P o stm aste r General. H e w as sued for libel because 
of the con ten ts of the c ircu lar; th e  Suprem e C ourt held th a t in issu ing  
the  circular he w as clearly  w ith in  his d iscre tionary  au tho rity .

Spalding involved a departm en tal com m unication, b u t it w as ex
tended by the  federal courts to  cover public sta tem en ts  by cabinet 
officers.39 I t  w as the  basis of a long line of federal decisions w hich 
extended the cover of im m unity  to  federal officials far below  cabinet 
rank .40

D espite the  large num ber of decisions based on Spalding , it was 
m ore th an  60 years before the  Suprem e C ourt itself passed again on 
the rule of the  case. T hen , in 1959, only a few m onths before the 
cranberry  w arn ing  w as issued, the  court upheld the  entire line of cases 
th a t extended im m unity , in the  com panion cases of Barr v. Matteo 41 
and H oward v. Lyons.42

Barr involved a press release by an acting  d irector of the Office 
of R en t S tab iliza tio n ; Howard  involved a p ress release by the  com 
m ander of the  N aval Shipyard  in B oston. In  bo th  cases the U nited

34 W o rk  cited a t footno te 33, at p. 498. 
33 See footno te 34.
35 “ [ I ] t  is no t enough to show he 

com m itted  an e rro r in judgm ent, but
it m ust have been a m alicious and w ill
ful e rro r.” W ilk e s  v. D in sm a n , 48 U. S. 
266 (1849); K e n d a ll v . S to k e s ,  44 U. S. 
87 (1845); W h ite  v . N ic h o lls , 44 U. S. 
266 (1845).

37 B ra d le y  v. F ish e r , 80 U. S. 335 ( 1872).
33 See case cited at footno te 37 at pp.

493, 498.

39 See case cited at footno te 14; M ello n  
v. B re w e r . 18 F. 2d 168 (CA of DC, 
1927); S ta n d a r d  N u t  M a rg a r in e  C om p a ny  
v. M ello n , 72 F. 2d 557 (CA  of DC, 
1934).

“ Cases are collected in H and ler and 
Klein, “ Defense of Privilege in D efam a
tion Suits A gainst G overnm ent E x 
ecutive Officials,” 74 H a r v a r d  Lazo R e -  
viezo  44 (1960).

11 360 U. S. 564.
43 360 U. S. 593.
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S ta tes C ourt of A ppeals had held the officials liable for s ta tem en ts  
they  had m ade in the releases.'13

T he  Suprem e Court, how ever, held th a t they w ere im m une to  
actions for libel, on the g round  th a t governm ent officials have im 
m unity  from  any  to rt liability  th a t resu lts from  “ action taken in the 
exercise of their official responsibilities”— even if the action is malicious."

Som e judges have gone along only re luc tan tly  w ith  th is rule of 
im m unity , fearing  th is liberal extension of im m unity  to  officials below 
cabinet rank. O ne judge argued  th a t the rule m ay have “ unw itting ly  
created a privilege so extensive as to be alm ost unlim ited and al
to gether subversive of the fundam ental principle th a t no m an in th is  
country  is so high th a t he is above the  law .” 43 * 45 * T here  :s no ques
tion th a t the rule is p resen tly  valid. C ertainly , there has been even less 
objection to im m unity  for cabinet officers.

T he S ecretary  clearly  cannot be held liable for the effects of his 
public w arnings, prov ided th ey  are w ith in  his “duties and functions.” 
A nd even if his acts exceed these “duties and functions” he will receive 
the benefit of the doubt in borderline cases. T he Suprem e C ourt ind i
cated as m uch in Spald ing:

“ [\Y ]e  recognize a distinction  betw een action taken by the head 
of a departm en t in reference to  m atte rs  w hich are m anifestly  or pa l
pably beyond his au tho rity , and actions hav ing m ore or less connection 
with the general m atters committed by law to his control or supervision.” 18

Judge L earned  H and set the lim its of im m un ity  protection  th is  
w ay : “W h a t is m eant by saying th a t the officer m ust be acting  w ith in  
his pow er cannot be m ore than th a t the occasion m ust be such as 
w ould have justified the act, if he had been using his pow er for any of 
the purposes on w hose account it w as vested  in him .” 47

Sim ply because the S ecretary  has th is broad, absolute privilege 
does not m ean he will abuse it, however. T here  are o th e r safeguards.

H e is, a fte r all, a cabinet officer appointed  by the P residen t. A l
though considerations o ther than  caliber are im p ortan t in choosing

43jBan- v . M a tte o , 244 F. 2d 767 (CA 
of DC, 1957); L y o n s  v . H o w a rd , 250 F. 
2d 912 ( CA-1, 1958).

41 B a r r  v . M a tte o , cited at footnote 43.
45 C oncurring  opinion of Chief Justice

G roner. G lass v . Ic k c s , cited at footnote
14. See. also, dissent of B rennan, J.. 
in B a r r  v . M a tte o , cited at footnote 43, 
th a t “even if S p a ld in g  v . V ila s  . . .  a l

lows a cabinet officer the defense of an 
absolute privilege in defam ation suits 
I sec no w arran t for exten ding its doc
trine to the extent done.”

4" S p a ld in g  i \  V ila s, cited at footnote 
12. at p. 498.

*' G rcgo irc  v . B id d le , 177 F. 2d 579 
CA-2, 1949).
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cabinet officers, in recent years the  choice has been based increasingly 
on ability  and qualifications—the officers’ “special know ledge and ex
perience over the m atte rs  w ith  w hich th e ir departm en ts deal.” 4S

In addition, the S ecretary  is a politician, and politicians are sensi
tive to  the p ressures of in terest groups and o ther po liticians.49 T here  
are also the seldom -invoked lim itations of “ last reso rt"— the pow er of 
rem oval by the  P residen t.50 and im peachm ent.51

S ecretary  F lem m ing 's cranberry  w arn ing  seem s particu larly  no te
w o rthy  since he m ust have antic ipated  th a t it would trig g e r a storm  
of criticism — criticism  th a t could only h u rt him politically. As the 
Wall Street Journal com m ented :

"T h ere  is a saying go ing around W ash in g to n  these day s: If 
S ecretary  F lem m ing of the D ep artm ent of H ealth . E ducation , and 
W elfare  had any  political am bitions, his goose is cooked in cranberry  
sauce." 52

T he Spalding rule has been criticized by some w ho w ould go back 
to the “good fa ith ” te s t of im m unity , ra th e r than  follow the  “across- 
the-board” im m unity  of Spalding : '5 B u t the danger to the public is 
less th a t the  S ecretary  will abuse th is privilege than  the danger th a t 
he will become overly cautious about issuing public w arnings, because of
consequences th a t w ould harm  him  politically .54

#T he solution is for the governm ent to  com pensate those innocent 
parties w ho are in ju red  by the effect of public w arn ings or by o ther 
d iscre tionary  acts of executive officers. Responsible officials seeking 
to  p ro tec t the public should not be hobbled. “W hen the public gets 
the benefit of a program , the public should pay for the  to rts  th a t m ay 
be expected in carry ing  out the p rog ram .” 55 [The End]

15 Y oung, O gg and R ay’s, In tro d u c tio n  
to A m e r ic a n  G o v ern m e n t, p . 333 (11th 
F.d., 1956). See, also, Fenno, T h e  P re s i
d e n t’s  C ab inet, p. 53 (1959).

40 Sec T ru m an, T h e  G o v ern m e n ta l 
P ro ce ss , p. 405 (1951).

50 M y e r s  v. U . S „  272 U . S. 52 (1926).
51U. S. C onstitution, A rt. II , Sec. 4.
5- W a ll S t r e e ‘ Jo u rn a l, N ovem ber 17, 

1959, p. IK. col. 1.
53 See Flandler and Klein, cited at 

footnote 40, at pp. 64-69, for proposal 
of a “due-care” privilege tha t would 
apply w hen the official had a reasonable

belief tha t the statem ent was true and 
publication justified. See, also, discus
sion of P a r r  v . M a ttc o  in Schw artz, 
“A dm inistrative L aw ,” 1959 A n n u a l S u r 
v e y  o f  A m e r ic a n  Law, pp. 108-110 (1960).

4 T rum an, w ork cited at footnote 49, 
at pp. 409-410 th a t “a departm en t head 
or a chief executive m ay find in s tan d 
ing aloof from  som e policy conflicts a 
h igher expediency than in com m itting  
his full resources to achieving a dom i
nant position .”

"  Davis, 3 A d m in is tr a t iv e  L a i  a Sec. 
26.07 (1958).
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Food and Drug Administration 
Problems from the Laboratory

This Paper W as Delivered Before the Armed Forces In
stitute of Pathology, Military Environmental Pathology Divi
sion, Washington, D. C., in March, 1961. John L. Harvey Is 
Deputy Commissioner, Food and Drug Administration,
United States Department of Health, Education, and Welfare.

T H E  F A C T S  A R E  C L E A R  th a t there  is m ore than  one drug- 
m anufac tu rer in th is cou n try  w ho specializes in m aking replicas 
of w ell-know n and w ell-advertised  drugs. W ith o u t the developm ent 

and advertising  costs, these com panies are able to  undersell the 
genuine article. T h ey  have been able to find a ready m arket for th e ir 
counterfe it article. T h is problem  has m any facets— social, economic, 
eth ical and law  enforcem ent. F rom  the regu la to ry  standpo in t our 
position is th a t m any of these counterfeit drugs, which are not m anu
factured  under the  s tric t controls which are im posed on the genuine 
article, are po ten tia lly  dangerous and illegal. A descrip ti >n of our 
activ ities in th is program  w ould in itself be a fasc inating  sto ry  bu t 
would not be apropos to our subject. T he  p a r t of th is sto ry  th a t is 
pertinen t is how  we determ ine w hich drugs are co u n te rfe it; hew  we 
identify  the m anufactu rers of the nongenuine article. O bviously, we 
are no t afforded full cooperation in g e ttin g  the com plete facts, as the 
m anu fac tu rer is quite deliberate ly  try in g  to  duplicate ano ther article 
in size, shape and com position.

T he m ethod used is a “ballistic" m ethod no t unlike, in some 
respects, the identification of a particu lar gun hav ing fired a recovered 
bullet. I t  includes a system atic  com parison of unknow n tab le ts  and 
capsules w ith  au then tic  sam ples from  know n m anufac tu ring  sources 
a long w ith  a program  for keep ing such a collection up-to-date. T he
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criteria  for identification m ay be b e tte r  understood  a fte r a brief de
scription of d ru g  tab le t m anufacture.

A fter com pounding and m ixing, d rug  tab le ts  are form ed by tab le t 
presses w hich operate  a t p ressures up to  th ree tons per square inch 
betw een tw o punches in a die. T he  sim plest type of tab le t press is 
the single-place m achine w hich has only one pair of punches. T he 
g ranu la tion  is fed in to the die and com pressed as the upper and low er 
punches come together. A ny deviation of the punch faces from  a 
sm ooth flat surface is show n in reverse on the  surfaces of the tablets. 
M ost m anufacturers w ho produce tab le ts  in large volum e use ro ta ry  
presses hav ing 16 pairs or m ore of punches, each pair op era tin g  like 
a single-place m achine.

M any different types of punches are used in tab le t m anufacture. 
T heir outline may be round, oval, rectangular, triangular, heart-shaped, 
etc. T he faces of the punches m ay be flat, concave or co n v ex ; they  
m ay be unscored, single-scored, double-scored or m on ogram m ed ; the 
edges m ay produce a flat-bevel, round bevel or no bevel at all. E ach 
of these types includes varia tions, such as the degree of curvature  
of the concave or convex faces, bevel angle, groove or score angle, 
w idth  and dep th  of groove, etc. T o com plicate the m a tte r  fu rther, 
upper and low er punches m ay be com bined in various ways.

T he  first step  in tab le t identification is the exam ination of the 
tab le ts  for these “gross punch m arks,” usually  w ith ou t m agnification. 
T h is exam ination includes the m easurem ent of tab le t d iam eter and 
th ickness, tab le t w eigh t, the determ ination  of tab le t shape, color, type 
of score m arks, bevels and surface (flat, concave or convex), presence 
of m onogram s, or o ther iden tify ing  characteristics.

T he second step  is the  exam ination of the tab le ts  un der a low- 
power microscope (10 X ) to detect minute punch m arks on the surfaces. 
Punches, even when new, show various characteristic microscopic marks 
th a t can be used to  differen tia te them . As the  punches are used they  
develop o ther characteristic  shapes, m arks or im perfections th a t are 
im pressed in to  the tab le ts  and positively identify  a tab le t w ith  a given 
m an u fac tu re r’s punch, ju s t as fingerprin ts identify  a hum an being.

Rough handling of the punches may cause characteristic scratches, 
p its  and ridges on the punches, w hich are m atched in reverse on the 
tab le ts. Som etim es th e  upper and low er punches hit to ge ther w ith  
no g ranu la tion  betw een th e m ; th is dam ages the punches, usually  by 
flattening th e  score m arks of the  upper punches and correspondingly
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den ting  or scoring the low er punches. T his m ay happen to only one 
of the punches of the set or to  all of them . T he ex ten t and character 
of these im perfections depend on w h at types of punches are used, 
how m uch of the punch surfaces hit together, w hether the  punches 
ro ta te  before h ittin g  again, or o ther factors.

If the punches fit loosely in to the  die, som e of the  g ranu lation  is 
squeezed in to  the  gap betw een the punch and die as the m aterial 
is com presseed, and a ridge form s a t the tab le t edges. Som etim es 
punches are no t h igh ly  polished w hen they  are m ade or w hen they  
are rew orked, and the m arks of the grind ing  wheel or file are left on 
the  punches and show  up on the tab le ts  as s tra ig h t or variously  curved 
striations.

By m ounting  a tab le t so th a t a silhouette  of the tab le t is p ro
jected or by m ounting  the  tab le t under a m icroscope w ith  the groove 
vertical, the w idth and dep th  of the groove or score m ark and the 
groove angle can be m easured.

T he punch m arks detected and m easured on the  tab le ts  in ques
tion can then be com pared w ith  punch m arks of tab le ts  of know n 
m anufacture.

T he final step  in tab le t identification is determ ination  of the in 
gred ien ts and study  of th e ir  m icroscopic hab it by the op tical-crysta l
lographic method. Each crystalline compound has its own set of peculiar 
and specific optical p roperties th a t serve to  identify  and differentiate 
it from all o ther com pounds. T hese  properties, which include refrac
tive indices, extinction  angle, sign of elongation, topic sign and axial 
angle, m ay be determ ined for each crystalline substance p resen t by 
m ounting  a portion  of the crushed tab le t in a liquid of suitable refrac
tive index and exam ing it under a po larizing  m icroscope w ith  polarized 
light. T he  resu lts  of th is  m icroscopic analysis are then  com pared w ith  
the resu lts of a sim ilar m icroscopic analysis of tab le ts  of know n m anu
facture, and to  the m an u fac tu re r’s form ula.

By m aking these com parisons of gross and m icroscopic punch 
marks, and identity and microscopic habits of ingredients of the tablets 
in question w ith  those of tab le ts  of know n m anufacture the m anu
fac tu rer of tab le ts  of unknow n origin can be determ ined.

Capsule identification proceeds in som ew hat the sam e wav. I t  is 
m ore difficult than  tab le t identification, however, because there  are 
few er external characteristics than can be used, and capsules usually  
contain few er ingredients. T he capsule size, shape, color and w eigh t
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are  determ ined, and any characteristic  m ark ings are observed. Some 
m anufactu rers use special sh a p e s ; o thers have m onogram s m olded into 
th e  capsu le; still o thers p rin t a nam e or m onogram  on th e ir capsules. 
In  the  case of tim e-d isin tegration  capsules, the ex ternal characteristics 
of the  pellets are determ ined, such as glossiness, colors, size, shape, 
m o ttling  of color pa tte rn , and lum piness of surface. All of these char
acteristics, as well as m icroscopic hab it and id en tity  of ingredients, 
are u tilized  in the identification of d rug  capsules.

W e have been unusually successful in determ ining by these methods, 
th e  m anufac tu ring  source of m any drug  products. Some particu lar 
lots have resisted  identification for a while, bu t eventually  a telltale 
m ark  or ingred ien t will furn ish  the clue we need.

L e t us tu rn  now  to a m ore tasty  sub ject— fresh frozen foods. T his 
industry , a lthough  a norm al practice by the Eskim os, has only been 
in existence as a com m ercial en tity  some 30 years.

T he freezing preservation  of foods— first begun w ith  fish and 
la te r extended to  vegetables, berries, fru its, and o ther foods— has cre
a ted  w hole new in du stries engaged in the m anufacture, w arehousing, 
d istribu tion , and re ta il sale of p roducts th a t approach fresh foods in 
taste , nu trition al quality  and eye appeal. A lthough  these foods require 
cooking by the consum er sim ilar to th a t required  for fresh foods, they  
offer g rea t convenience to  the  housew ife as they  are readily  stored, 
offer a m inim um  of w aste  and preparation , and perm it the use of 
seasonable products a t “ou t of season” tim es of the year.

O ne of the m ost in te restin g  developm ents in the  frozen food 
in d u stry — and perhaps an expected ou tg ro w th  considering the  eager 
acceptance of such convenience foods— has been the  em ergence of 
frozen precooked foods requ iring  the  consum er to  do little  m ore than  
hea t and serve com plete m eals from  packages sto red  in a freezer. T he 
p roduction  of frozen precooked foods has sub stitu ted  the  m anufac
tu rin g  p lan t for th e  kitchen of the consum er and in so doing has 
shifted  the quality  control of the food from  the housew ife to  the  
m anufacturer. She m ust accept on faith  th a t such products are p re 
pared  from  clean, sound and w holesom e raw  m ateria ls and th a t the 
food is m ixed, com pounded, prepared  and packaged un der san ita ry  
conditions at least com parable to  those prevailing  in her own kitchen. 
I t  is the  responsib ility  of the  Food and D rug  A dm in istra tion  to  insure 
th a t th is  expectation  of th e  consum er is fulfilled.

T he lab o ra to ry  problem s w hich needed solving in o rder to  carry  
ou t th is  responsib ility  w ere to  develop bacteriological m ethods and

LABORATORY VIEWPOINT PAGE 221



crite ria  in o rder to  (if possible) ob jectively judge from  the  exam i
nation  of a sam ple of a frozen food w h eth er such reasonable s tan dards 
of san ita tion  had been m et du ring  the  m anu fac tu ring  process. Some 
of the variab les will be readily  app aren t—the bacteriological flora of 
the raw  m ateria ls  as well as the  kind of ingred ien ts u s e d ; the cleanli
ness of the  tables, dishes and u tensils used in the p re p a ra tio n ; the 
personal hygiene of the  em ployees; the  tim es and tem p era tu res in 
volved from  both  a bacteriacidal and an incubating  a s p e c t; and 
sto rage and d is trib u tin g  practices th a t som etim es involve significant 
tem p era tu re  changes.

Based on our ow n experience plus the experiences of o ther in te r
ested  s ta te  and local enforcem ent agencies, the  follow ing selection of 
determ inations w as m ade w hich it w as felt m igh t be the  m ost helpful.

(1) T he aerobic plate cou n t: T h is will fluctuate w ith  production  
processes and san ita tion  control and m ay be considered a rough index 
of general sanitation .

(2) T he  M P N  (m ost probable num ber) of coliform  organism s. 
T h is  group is considered to  be m ore d irectly  associated w ith  p lant 
and em ployee san ita tion  than  is the aerobic p la te  count. T he  coliform 
group is w idely used as a criterion  of the po tab ility  of w ater : how 
ever, caution m ust be exercised in extend ing  considerations applicable 
to  w ate r supplies d irectly  to foods un til th e ir  true significance in foods 
has been established. Coliform  bacteria  are readily  destroyed by heat 
such as the  cooking processes u tilized  in p reparing  m any of the in
g red ien ts used in frozen precooked foods. H ence, th e ir presence m ay 
mean inadequate cooking, recontamination after cooking, and, occasion
ally, the addition of uncooked m ateria ls such as na tu ra l cheese, egg 
products, flour, etc., to  the cooked product.

(3) T he M P N  (m ost probable num ber) of fecal Eschcrichii coli: 
As a na tu ra l in hab itan t of the  in testines of m an and w arm -blooded 
anim als, E. coli is generally  regarded  as a m ore specific indication of 
fecal po llution th an  o ther m em bers of the coliform  group. A lthough
E. coli m ay also be found as a con tam inan t in som e m aterial ingred i
ents of frozen foods, its iso lation from  precooked foods in association 
with observed instanitary production practices is regarded as significant.

(4) Coagulase-positive staphylococci: One of the  crite ria  of po
ten tia l en tero tox igen ic itv  of staphylococci is the coagulation of plasm a 
by the  organism . T he iso lation of appreciable num bers of coagulase- 
positive s tra in s of staphylococci from  a food product is a m a tte r  of
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concern since the product m ay be, or could readily  becom e, a hazard  
to the public health . Since the elaboration  of en tero tox in  by s tap h y 
lococci depends upon favorable tem perature conditions and the toxin is 
heat-stab le w hen form ed, it is clear th a t the san ita ry  practices and 
tem peratu re-tim e relationsh ips involved in food production  m ust be 
carefully  evaluated.

\Y e then  tested  our selection by apply ing them  to some 3,000 
sam ples collected from  63 frozen food p lan ts from  M arch, 1958 to 
June. 1959. T eam s of an experienced in specto r and a bacteriologist 
m ade com prehensive inspections, observ ing and recording the vari
ables m entioned plus m uch o ther relevant data. T hey  also collected 
sam ples of raw  m aterials, line sam ples of p roducts “in-process" and 
sam ples of finished m aterials. T he listed tests  w ere then  applied.

W e found no firm relationsh ip  betw een p lan t conditions and the 
bacteriological flora of the  final product. G enerally, it appears from  
these data th a t while the aerobic p late  count varies w ith  production 
processes it does serve as a rough guide to p lan t sanitation . P la te  
counts and coliform  conten t are related  to  equipm ent cleanliness and 
to tim e and tem p era tu re  of holding periods. E. coli findings are related 
to  personnel con tam ination  w hich m ay he accen tuated  bv ho ld ing the 
product for excessive periods w ith ou t adequate refrigeration . In prod
ucts con tain ing raw  na tu ra l cheeses or uncooked eggs, coliform s, in 
cluding E. coii, will occur frequently . T he finding of coagulase positive 
staphylococci is usually  related  to employee contamination of the product 
du ring  an operation requ iring  a g rea t deal of handling . T he deboning 
of po u ltry  and dicing of the m eat are exam ples of operations often 
leading to staphylococci con tam ination . P ro du cts  con tain ing a natural 
cheese often show a low incidence of coagulase positive staphylococci.

W e can fu rth er conclude th a t un til m uch m ore da ta  is accum u
lated, labora to ry  exam ination of frozen food products is essential bu t 
th t final evaluation  from  a regu la to ry  s tandpo in t w ill still depend on 
factory  inspection observations and the sub jective approach.

O ne of the m ost perplexing scientific problem s now  confron ting  
the Food and D rug A dm inistra tion  deals w ith  w hat is called the “chick 
edem a facto r.”

T he problem  w as first of theoretical in terest only. I t  w as reported 
to  us about five years ago th a t cooking fat from  roadside “ham burger 
jo in ts” w here it w as kep t a t relatively  high tem pera tu re  for long 
periods, w as toxic to lab o ra to ry  rats. O u r know ledge of com m ercial 
deep fat fry ing  operations in food factories did no t indicate compa-
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rablc conditions to roadside restau ran ts. T he inform ation, therefore, 
added to our know ledge of toxic fats bu t no regu la to ry  significance 
w as recognized. Because the  lite ra tu re  disclosed some suspicion th a t 
heated  fats m ight be carcinogenic, and because of general s re n tif ic  
in terest, our scien tists did conduct som e studies. T hey  heated co tto n 
seed oil for som e 300 hours in the  presence of air, and saponified the  
ta rry  residue. T he liberated  fa tty  acids w ere esterified and m olecularly 
distilled into a m onom eric fraction, a dim eric fraction and a residue 
called "h igher polym ers." A nim al feeding tests  showed the residue 
innocuous and the dim eric fraction high ly toxic. T he m onom eric frac
tion, w hich w as presen t in the g rea te s t am ount, w as fu rther separated  
in to an “urea adduct" and an “urea filtra te" fraction by tak ing  advan
tage of the p rop erty  of urea to form com plexes w ith  norm al s tra ig h t 
chain fa tty  acids and esters, p rec ip ita tin g  them  from  ar_ alcoholic 
solution sa tu ra ted  w ith urea. T he urea adducting  m aterial w as found 
innocuous ; the filtrate toxic.

W e had reached th is stage of consideration of the  heated  fat 
problem  in 1957, when a spectacular event diverted  our in terests. 
F locks of chickens in the m idw est s ta rted  developing a larm ing  m or
ta lity  due to  w h at w as called “chick edem a." C haracteristic  sym ptom s 
of the  disease are the presence of excessive fluid in the pericardial sac, 
in the abdom inal cavity, and occasionally subcutaneously . M orta lity  
begins in approxim ately  the th ird  week. A t the tim e we began in
vestigating , it w as estim ated th a t a million chickens had been affected 
and it w as already  estab lished th a t fat incorporated  in the feed w as 
responsible.

T he incorporation  of fat in to  chicken feed is a re latively  new 
developm ent in the  feed business and w as in troduced on the basis of 
studies w hich dem onstra ted  its advantages in term s of w eigh t gains 
per unit of cost. The studies, however, did not contemplate the fat source 
th a t w as finally developed to  be the source here ! F a tty  acids are used 
in very  large quan tities in industrial operations in the m anufacture of 
lubrican ts, rubber, asphalt, roofing, chem icals and foods. R elatively 
low grade fats are catalv tically  split in to  fa tty  acids and glycerol at 
high tem p era tu res and pressures, and the glycerol is recovered T he 
fa tty  acids are distilled un der vacuum  and the first d istilla te  is used 
d irectly  as the h ighest grade of m ixed fa tty  acids, or it m a r  be sepa
ra ted  by a crysta lliza tion  process in to stearic  and oleic acids. T he 
residue from  th is d istilla tion  is resp lit and redistilled and the  second 
d istilla te  yields a low er grade of fa tty  acid. T he  second residue is
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usually  good only for h ighw ays or tires b u t occasionally it is again 
recycled to  ob tain  a th ird  distilla te  and residue. T he supplier of the 
fa t com ponent of the  chicken feed we w ere in vestiga ting  had in fact 
gone th ro ug h  the  th ird  cycle and had  found an ou tle t for a large 
q u an tity  of the  products from  th is th ird  operation. T he fa tty  acid 
sp litte r  and  the  feed form ulator, ne ither of w hom  th o u g h t it necessary 
to  te s t th e  addition  of th is  p rod uct to  chicken feed, bo th  recently  
pleaded g u ilty  to  a violation of the  F ederal Food, D rug, and Cosm etic 
A ct and w ere fined $1,000 each.

As soon as the causative agen t w as identified we recognized th a t 
we w ere dealing w ith  a  special case of the tox icity  of overheated  fats. 
W e w ere abie to  obtain a sam ple of the im plicated feed and the  fat 
residue com ponent. T he residue com ponent w as found to  contain 88 
per cent free fa tty  acids and about 11 per cent unsaponifiable residue. 
T h e  acids w ere trea ted  w ith  urea and feeding tests  w ere m ade on the 
th ree  fractions. T he u rea  adduct w as found innocuous: the urea fil
tra te  toxic to  ra ts  b u t no t to  chickens. T he  unsaponifiable fraction 
produced pronounced edem a sym ptom s—we had roughly  separated  the 
“ chick edem a fac to r.”

B y alum m a colum n chrom atography  we have m ade fu rth e r p rog
ress. By apply ing th is  technique to  quan tities of the unsaponifiable 
m ateria l we ob tained th ree  d istinct fractions. T he first w as charac
terized  as m ixed hydrocarbons and w as elu ted w ith  petro leum  ether 
alone. W hen  the elution reached a constan t m inim um  w ith  petro leum  
e th e r the  solvent w as m ade m ore po lar w ith  25 per cent ethyl ether 
and a second fraction  w as eluted w hich w as characterized  as ketonic. 
T he  th ird  and final fraction w as eluted w ith  ethyl e ther and consisted 
of the stero ids and oxidized m aterials. T he  toxic factor w as now found 
in the ketonic fraction.

Although the original fat residue was now exhausted, a fresh supply 
w as obtained from  an unexpected source. W e learned th a t a m onkey 
s tu d y  being perform ed at H arv ard  U n iv ersity  u tiliz ing  a syn thetic  
fat, triolein, had to  be abandoned because the anim als died and 40 
pounds of the syn the tic  fa t rem ained. W e found the trio lein  contained 
the “ chick edem a factor.” W e sta rted  again. C oncen tra ting  on the 
keton ic fraction  of the unsaponifiable m aterial, and by repeated  and 
delicate chrom atograph ic trea tm en t, our chem ists ob tained 2.64 mgs. 
of w hite  crysta ls  of unknow n com position bu t definitely the “chick 
edem a fac to r.” T h is m ateria l fed a t 1 ppm in the  diet killed chickens 
in 21 day s; a t 0.1 ppm  very  definite edem a w as p resen t at au topsy
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after 21 days. A lm ost coincidental w ith  our isolation, M erck & Com 
pany also announced iso lation of the  factor. A lthough  not abso lu tely  
identical, it is eviden t th a t each had independently  been successful 
in a difficult task . M erck & Com pany additionally  reported  th a t th e ir  
p roduct con tained chlorine, an ingred ien t no t expected. O u r product 
also contained chlorine.

So w e are now  try in g  to  determ ine m ore of the secrets of the 
“chick edem a fac to r.’’ A re ch lorina ted  hydrocarbons used as pesticides 
responsible? Is the b leaching of tallow  by active chlorine m ateria ls  
involved? D o we have a s ituation  sim ilar to  the ou tb reak  of hyper- 
keritosis of several years ago involving chlorinated napthalenes which 
entered  anim al feeds th ro ug h  lubricating  grease? O nly fu rth e r re 
search will tell.

In  the m eantim e, and to  em phasize the  problem , ano th er ou tb reak  
of chick edem a occurred in G eorgia in O ctober of last year. F a t is 
again im plicated b u t th is  tim e it is rendered fat, no t distilled fa tty  
acids. T h is m ay change som e of our ten ta tive  conclusions th a t the 
d istilla tion  process w as the  source of the  toxic factor. M aybe we are 
back to the dark  brow n fa t in Jo e ’s D iner again.

N ow I w ould like to  com bine several m ajo r problem s dealing 
w ith  the  developm ent of precise analytical m ethods in to  one item  for 
discussion w ith  you. T he  Food, D rug , and Cosm etic A ct has a num 
ber of different p a rts  w hich ca rry  the responsib ility  of e ither the 
developm ent of su itable analytical m ethods, or the  checking of p ro 
posed m ethods. In h e ren t in our w ork as alw ays is the responsib ility  
of s triv in g  to  im prove ex isting  m ethods in accuracy, precision, or th a t 
im p ortan t com m odity, time.

A  firm seeking to  m ark et a “new d rug ,” under the  basic pro
vision of the  Food, D rug , and Cosm etic A ct th a t requ ires adequate 
show ing of safe ty  for in tended use m ust include an adequate assay 
m ethod for a determ ination  of the  active com ponent. A m anufactu rer 
w ho petitions for a to lerance deem ed safe of a  pesticide to be applied 
to an agricu ltu ra l crop m ust also subm it a m ethod for its determ i
nation. So also m ust a m anu fac tu rer of a “food add itive” subm it a 
practical analy tical m ethod in o rder to  obtain a regula tion  allow ing 
the addition  of the substance to  the food supply. One m ight suspect 
then  th a t our task  is m ainly clerical— copying the  m ethods and hav ing 
them  readily  available w hen a sam ple for exam ination presen ts itself. 
B ut, as th is audience know s, m ethods are ju s t no t am enable to such 
casual trea tm en t. T hey  m ust be tested  and re tested , sub jected  to  tria l
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by different people a t d ifferen t laborato ries in order to  develop the 
“kinks” and singu larities th a t are a p a rt of the evolution of a depend
able m ethod. H ence, our W ash in g to n  and field laborato ries are busy 
w ith  th a t m ethod te s tin g  for w hich no end is in sight. Also, of course, 
we have the  problem  of pesticides or food additives being used w ith 
ou t p rio r approval, in w hich case there  is m any tim es no m ethod to 
te s t b u t ra th e r one to  develop.

H ow ever, we are encouraged no t a t the  m agnitude of the task  
ahead w hich is challenging b u t no t encourag ing ; b u t w ith  the fact 
th a t we note a slowing down in how far we are falling behind. Through 
the  com bined efforts of all— in du stry  as well as governm ent, m ethods 
are being developed. T echnical im provem ents are being m ade and 
w ith  new  tools we are doing th in gs in the labora to ry  th a t w ere only 
dream ed of a few years ago. S pectropho tom etry , refinem ents in col
um n, paper and gas chrom atography , and application of bio-assay 
m ethods to  pesticides have all con tribu ted  to  the  developm ent of 
needed m ethods. T he la test tool w hich in itia lly  seem s to  have a real 
fu tu re  in th is  and o ther food and d ru g  w ork  is the m icrocoulom etric 
gas chrom atograph ic  apparatus. So, even if w e never catch up, we 
hope never to  fall too far behind.

W e have tw o brand new problem s— the final dim ensions of w hich, 
like the universe, are no t clear— but we know  they  are large. O ne is 
the m ethods tes tin g  and developm ent w ork w hich will fall to  us w ith  
full effectiveness of the  color add itive am endm ents of I960 passed 
by the  C ongress last July. T hese  am endm ents require th e  listing  of 
nearly  all color com ponents of foods, d rugs and cosm etics a t levels 
dem o nstra ted  to  be safe. T h is  w ill call for the developm ent of q u an ti
ta tive  m ethods for color additives in a g rea t varie ty  of com binations 
and will involve in som e instances real, com plex problem s. A gain, as 
in food additives, m ethods will have to  be furnished, b u t again, te s t
ing will be necessary  and we m ust also be prepared  to  detect color 
add itives for w hich  app ropria te  regula tions have no t been obtained.

T he o ther new  problem  is the F ederal H azardous S ubstances 
L abeling  Act, also passed last July. T h is s ta tu te  replaces the 1927 
C austic Poison A ct w hich required w arn ing  labeling on 12 specific 
p roducts. A lthough  nearly  adequate  30 years ago, th is  s ta tu te  has 
long needed replacem ent for anyw here near adequate consum er p ro 
tection . T he  F ederal H azardous S ubstances L abeling  A ct requires 
w arn ing  labeling on con tainers su itable or in tended for household use 
w henever the con ten ts m igh t cause substan tia l illness o r in ju ry  be
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cause they  are toxic, flam mable, corrosive, irritan t, s tron g ly  sensi
tizing , or if it generates p ressure th ro ug h  heat, decom position o r by 
o ther m eans. Chem ical, physical and bio-assav te s tin g  will need to  be 
developed in order to  regu la te  the  estim ated 300,000 products th a t fall 
under th is  s ta tu te . W e have every expectation  th a t our efforts along 
w ith  a g rea t deal of vo lu n tary  efforts by the regu la ted  industry , will 
have a real effect on the 600,000 in ju ries each year due to  household 
hazardous substances of w hich 500 are said to  resu lt in death.

[The End]

STANDARD OF IDENTITY 
FOR FROZEN RAW BREADED SHRIMP

T h e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  r e c e n t l y  p u b l i s h e d  a n  i n d u s t r y  
p r o p o s a l  t o  a d o p t  a  d e f i n i t i o n  a n d  s t a n d a r d  o f  i d e n t i t é  f o r  f r o z e n  r a w  
b r e a d e d  s h r i m p .

T h e  N a t i o n a l  F i s h e r i e s  I n s t i t u t e ,  In c . ,  W a s h i n g t o n ,  D .  C.,  a n d  t h e  
N a t i o n a l  S h r i m p  B r e a d e r s  A s s o c i a t i o n ,  In c . .  C h i c a g o ,  j o i n t l y  f i led  t h e  
p r o p o s a l  w h i c h  F D A  p u b l i s h e d  in  t h e  Federal Register. A l l  i n t e r e s t e d  
p e r s o n s  a r e  i n v i t e d  t o  fi le  t h e i r  v i e w s  a n d  c o m m e n t s  w i t h  t h e  . d e a r : n g  
C l e r k ,  D e p a r t m e n t  o f  H e a l t h ,  E d u c a t i o n ,  a n d  W e l f a r e ,  R o o m  5440, 
330  I n d e p e n d e n c e  A v e n u e ,  S. W . ,  W a s h i n g t o n  25, D .  C., b y  3 \ lay  30, 
1961.

T h e  F e d e r a l  F o o d ,  D r u g ,  a n d  C o s m e t i c  A c t  r e q u i r e s  t h a t  a n y  
s t a n d a r d  a d o p t e d  m u s t  b e  o n e  t h a t  w i l l  p r o m o t e  h o n e s t y  a n d  f a i r  
d e a l i n g  in  t h e  i n t e r e s t  o f  t h e  c o n s u m e r .

T h e  i n d u s t r y  p r o p o s a l  w o u l d  r e q u i r e  t h a t  f r o z e n  r a w  b r e a d e d  
s h r i m p  ( p r a w n s )  c o n t a i n  n o t  l e s s  t h a n  50 p e r  c e n t  b y  w e i g h t  o f  s h r i m p  
m a t e r i a l ,  a s  d e t e r m i n e d  b v  a  s p e c i f i e d  m e t h o d .  T h e  t e r m  “ s h r i m p  
m a t e r i a l ’’ w o u l d  m e a n  t h e  h e a d e d ,  p e e l e d  a n d  d e v e i n e d  t a i l  p o r t i o n  
o f  a  s h r i m p ,  w i t h  o r  w i t h o u t  t a i l  fin  a n d  t h e  i m m e d i a t e l y  a d j a c e n t  
s h e l l  s e g m e n t .  T h e  s h r i m p  m a t e r i a l  c o u l d  b e  in  e i t h e r  o f  t h e  f o l l o w i n g  
o p t i o n a l  f o r m s :  f a n t a i l  o r  b u t t e r f l y  ( d e v e i n e d  a n d  s o l i t ) ;  r o u n d  o r  
r o u n d  f a n t a i l  ( d e v e i n e d  b u t  n o t  s p l i t ) ;  b u t t e r f l y ,  t a i l  o F  ( d e v e i n e d  a n d  
s p l i t ,  t a i l  fin a n d  s h e l l  s e g m e n t s  r e m o v e d ) ;  r o u n d ,  ta i l  o ' f  ( d e v e i n e d  b u t  
n o t  s p l i t ,  t a i l  a n d  s h e l l  s e g m e n t s  r e m o v e d ) ;  a n d  t i d b i t s  ( p a r t s  o f  t a i l  
p o r t i o n s ,  b u t  f r e e  o f  t a i l  fin a n d  s h e l l  s e g m e n t s ) .

1 h e  p r o p o s a l  a l s o  s p e c i f i e s  t h e  o p t i o n a l  i n g r e d i e n t s  w h i c h  c o u l d  
b e  u s e d  in  p r e p a r a t i o n  o f  b a t t e r  a n d  b r e a d i n g  f o r  c o a t i n g  o f  t h e  s h r i m p  
m a t e r i a l .

T h e  n a m e  o f  t h e  f r o z e n  b r e a d e d  s h r i m p  p r o d u c t  p r e p a r e d  f r o m  
e a c h  o f  t h e  o p t i o n a l  f o r m s  o f  s h r i m p  m a t e r i a l  s p e c i f i e d  is l i s t e n  in  t h e  
p r o p o s a l .

T h e  p r o p o s a l  w o u l d  a l s o  r e q u i r e  t h e  l a b e l  t o  b e a r  t h e  n a m e  o f  
t h e  o p t i o n a l  f o r m  o f  t h e  f o o d  a n d  a  l i s t i n g  o f  t h e  o p t i o n a l  i n g r e d i e n t s  
u s e d  in  t h e  p r e p a r a t i o n  o f  t h e  b a t t e r  a n d  b r e a d i n g .  I f  a  s p i c e  is  u s e d  
t o  i m p a r t  a  c o lo r ,  t h e  l a b e l  w o u l d  h a v e  t o  d e c l a r e  it  a s  b o t h  a  s p i c e  
a n d  a  c o l o r i n g .
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The Federal Trade Commission 
and Food, Drug and Cosmetic

The Author, Chief Project Attorney of the Federal Trade 
Commission's Bureau of Investigation, Delivered This Talk Be
fore the Maryland Pharmaceutical Association, Baltimore, at 
a Seminar Honoring Dr. Robert L. Swain on March 23, 1961.

r  T H E  O N S E T , let me th ank  th is association and particu larly
its secretary , Mr. Joseph Cohen, for extend ing  me an inv ita tion  

to  discuss a portion  of the w ork of the F ederal T rad e  Com m ission. 
I am  here in the capacity  of an em ployee and any opinion or conclu
sion I m ay express rep resen ts m y own personal views and does not 
necessarily  reflect the official view, opinion o r policy of the Commission.

T he Com m ission w as estab lished by  Congress in 1914 as an 
independent regu la to ry  agency of the federal governm ent. I t  is a 
quasi-judicial body consisting  of five com m issioners appointed by the 
P residen t and confirm ed by the Senate for a period of seven years. 
No m ore th an  th ree  com m issioners m ay be m em bers of the  sam e 
political party . Since 1950. the  P residen t, by law, has designated  a 
chairm an from  am ong the  com m issioners. As you doubtless know, 
th is  is a tim e of change and the  P residen t has ju s t announced the 
appo in tm en t of a new chairm an and tw o additional new commissioners. 
F o r the  fiscal year 1961, C ongress appropria ted  approxim ately  $7.5 
m illion to  the Com m ission. As of the p resen t tim e it em ploys about 
800 persons, including some 300 atto rneys. I ts  headquarters office is 
in W ash in g to n , b u t nearly  200 of its  em ployees are located in ten  
field offices th ro u g h o u t the  country .

By SAMUEL L. WILLIAMS
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T he F ederal T rad e  Com m ission Act, w hich estab lished the Com 
m ission. declared illegal “unfair m ethods of com petition in com m erce'' 
and d irected the Com m ission to prevent such unfair m ethods of com 
petition . T he sta tu te  sta tes th a t w henever the Com m ission has reason 
to  believe th a t a person, partn ersh ip  or corporation  has been or is 
using  any u n fa ir m ethod of com petition or an un fa ir or decept ve act 
in com m erce, it m ay issue a com plain t s ta tin g  its charges w here it 
appears th a t such a proceeding w ould be in the public in terest.

C ongress has left to  the  Com m ission and the courts the pow er to 
define on a case-by-case basis w hat m ay be unfair m ethods :>' com 
petition . o r unfair or deceptive acts or practices. U nder the s ta tu tes  
it adm inisters, the Com m ission m av prevent the use of false or m is
leading advertising  concerning alm ost any product. R epresen ta tions 
which m ay be proh ib ited  include false and deceptive sta tem en ts  as to 
m aterials, ingred ien ts, quality , pu rity , source, a ttrib u tes  or p roprie ty , 
na tu re  of m anufacture, and form er price. T hese have also included 
m isrepresen ta tion  of therapeutic  and corrective properties of m edicinal 
p reparations and devices and cosm etics, and the false m isrepresen ta
tion expressly or by failure to  disclose th e ir  po ten tia l harm fulness th a t 
such preparations m ay be safely used. T he m aking of false and dis
panaging sta tem en ts  respecting  a com petito r’s p roducts and business 
— in some cases un der the guise of appearing  to  be a d isin terested  
and specially inform ed source or th rough  pu rp orted  scient fic but, in 
fact, m islead ing dem onstra tions or te s ts—have been the  sub ject of 
m any proceedings. O ther exam ples of p ractices p roh ib ited  are the 
passing off of goods for those of com petitors th rough  the app ropria
tion, duplication or sim ulation of such com petito rs ' trade nam es, labels 
and counter display catalogs.

T he Com m ission w as organized in M arch, 1915. and before the 
end of the  year advertising  clubs were u rg ing  it to take steps to 
suppress u n tru e  advertising  as an unfair m ethod of com pet tion. T he 
first tw o cease and desist orders issued by  the  Com m ission prohibited 
the  use of false and m isleading advertising . I ts  first order prohibited 
deceptive advertising  of a drug, and w as issued in 1918. T he first 
o rder review ed by the courts involved a false and m isleading adv ertis
ing of food. T he  Suprem e C ourt approved a cease and desist order 
involving deceptive advertising  as early  as 1922. I t  has been estim ated 
th a t as early as 1925 orders involving false and m isleading advertising  
con stitu ted  som e 75 per cent of the to ta l issued by the Com m ission 
annuallv.
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D uring  its  early  h istory , the  Com m ission estab lished literally  
hundreds of new  landm arks in the  field of unfair com petition for 
in du stry  gu idance and consum er protection . H ow ever, 17 years passed 
before it found th a t it w as w ith ou t au th o rity  to  p roh ib it advertising  
w hich m isled the  public even though  there w as no show ing of com 
petitive in ju ry  to tru th fu l advertisers.

T he C om m ission’s enforcem ent efforts w ere seriously curtailed  
by the Suprem e C ourt in the  fam ous case of F T C  v. Raladam Company, 
decided in 1931 (C C H  T rade R eg u la tio n  R eports (Supp. Vol. V I)  
jf 6307, 283 U. S. 643 (1931)). In  th is  case, the C ourt held th a t the 
Com m ission could no t p roh ib it false and m isleading advertising  of an 
obesity  cure w here there w as no show ing of substan tia l com petition 
p resen t or po ten tia l and no evidence th a t a com petitor had been 
in ju red  or th rea tened  w ith  substan tia l in ju ry  by false advertising . 
Seven years later. C ongress passed the W heeler-L ea am endm ent to  
the F ederal T rad e  Com m ission Act. In  1938, it added the  follow ing 
w ords to  Section 5 of the F ederal T rad e  Com m ission A ct “and unfair 
or deceptive acts or p ractices in com m erce.” T he  p rim ary  purpose 
of th is  am endm ent was to  counteract the  Raladam decision, bu t the 
W heeler-L ea am endm ent w as no t lim ited to  th is  purpose. T o these 
am endm ents w as also added Section 12 of the  F ederal T rad e  Com 
m ission A ct declaring  certain  advertisem ents of foods, drugs, devices 
and cosm etics, unfair or deceptive acts or p ractices in com m erce w ith in 
the  m eaning of Section 5. T hus, the Com m ission w as arm ed w ith  
additional w eapons against th e  false adv ertis in g  of these products. 
LTnder these provisions, the Com m ission m ay now  proceed openly and 
d irectly  against false and m islead ing advertising  to  p ro tec t the  public 
against deception ra th e r th an  a ttem p t to  accom plish th is  as an indirect 
instance of com petitive protection . W hile  the proh ib ition  of Section 5 
extends to  all com m odities including foods, drugs and cosm etics, the  
W h eeler-L ea  am endm ent did no t stop  there. Section 12 of th a t am end
m ent provides specifically th a t d issem ination of false and m isleading 
advertising  for any  such products con stitu tes  an unfair or deceptive 
act or practice in violation of Section 5 if e ither the p rod uct or the  
advertisem ent itself m oves in com m erce.

An additional step w as taken  by add ing Section 15. T h is section 
defines a false adv ertisem ent re la ting  to foods, drugs, cosm etics and 
devices as an adv ertisem ent o ther than  labeling  w hich is m isleading 
in a m ateria l respect. In  determ in ing  w h eth er advertising  is false, the
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Com m ission is d irected to  consider no t only d irect falsehood but, also, 
failure to  reveal m aterial facts respecting  consequence resu lting  from  
the  use of the product. I t  is under the au th o rity  of th is provision th a t 
the Com m ission has required  the  inclusion of appropria te  w arn ing  
sta tem en ts  for po ten tia lly  harm ful products.

I t  was un der Section 15 th a t th e  Com m ission considered the  effect 
of an adv ertisem ent for a d ie tary  supplem ent con tain ing  iron in the 
case of Alberty v. F T C  (1950-1951 T rade C ases 62,583, 182 F. 2d 36 
(CA of D C )). T he product involved w as represen ted  as being of 
value in the trea tm en t of a num ber of vague sym ptom s, such as lassi
tude and fatigue. I t  w as clearly show n th a t the product involved w as 
of value in the  trea tm en t of these sym ptom s only in the case of iron 
deficiency and th a t the Com m ission could require th a t any advertising  
claim s be so restric ted . H ow ever, the  Com m ission w ent a  step further 
in its order to  cease and desist and required the disclosure th a t the 
sym ptom s in question  w ere in fact due less frequently  to  iron deficiency 
th an  to  o ther causes. U pon appeal to  the  circuit court, the  C om m is
sion’s counsel argued  th a t the o rder w ould do no m ore than  require the 
disclosure of m aterial fact w ith in  the in ten t of Section 15. T he C ourt 
held th a t th is portion  of the o rder w as invalid and stated  in p a r t :

‘'T he  Com m ission m ust find e ither of tw o th ings before it can 
require the  affirm ative clause com plained of: (1) th a t failure to  m ake 
such sta tem en t is m isleading because of the  consequences from  the 
use of the product, or (2) th a t failure to  m ake such sta tem en t is 
m isleading because of the  th in gs claim ed in the  advertisem ent. T here 
is no such finding here .” (A lberty, cited above, a t p. 39.)

R ecent decisions of the Com m ission and the  courts in the  case of 
Keele Hair and Scalp Specialists, Inc. v. F TC , 1960 T rade C ases j[ 69,615, 
275 F. 2d 18 (C A -5), and W ard Laboratories, Inc. v. F TC , 1960 T rade 
C ases j[ 69,690, 276 F. 2d 952 (CA -2), bo th  decided in 1960, have clarified 
the C om m ission’s pow er to  require affirm ative disclosure. T hese  cases 
involve the adv ertis in g  of trea tm en ts  represen ted  to  be of value in the 
prevention  and cure of baldness. T he U n ited  S ta tes C ourts of A ppeals 
for bo th  the Second and F ifth  C ircuits have affirmed orders of the 
Com m ission w hich lim ited claims for hair g row th  to  cases o ther than  
m ale pa tte rn  baldness, and required  the  resp on den ts’ advertisem ents to 
clearly and conspicuously reveal the  fact th a t the  m ajo rity  of cases of 
th in n in g  hair and baldness are the beginning and more fully developing 
sta tes of m ale p a tte rn  baldness and th a t the resp on den ts’ p reparation  
will no t in cases of th is na tu re  check th in n in g  hair, p reven t or over
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come baldness, cause new ha ir to  grow , or cause hair to  become thicker. 
T he C ourt of A ppeals for the  F ifth  C ircuit in the  Keele case stated  :

“T here  is no th ing  in the  A lberty  case th a t preven ts enforcem ent 
of a cease and desist order requiring' affirm ative disclosure. T he 
A lberty  case sim ply held th a t the  Com m ission m ust m ake certain  
findings before com pelling affirm ative disclosure. T he Com m ission 
m ade th e  required  findings and on the  basis of these findings issued 
its o rder requ iring  th a t the  petitioners disclose affirm atively th a t Keele 
p reparations w ould no t be effective against m ale p a tte rn  baldness. 
F ailu re  to  disclose th a t approxim ately  95 percen t of the  cases of bald
ness fall w ith in  the m ale p a tte rn  type is plainly m isleading, w hen the 
petitioners claim  they  tre a t v irtua lly  all cases of baldness.” (C ited 
above, at p. 21.)

A review  of th e  C om m ission’s actions since the  passage of the 
W heeler-L ea  A ct 22 years ago leads to  the conclusion th a t there  has 
been a g rea t im provem ent in the quality  of food, d rug  and cosm etic 
advertising . By and large, ex trav ag an t and false claims for cure-alls 
have been curbed. I t  is now clear th a t m any of the  w orth less and 
dangerous drugs and devices have been rem oved from  the channels 
of trade. F o r th is  reason, I believe it is safe to  assum e th a t the  quality  
of d rugs sold over-the-coun ter to  the  public has greatly  im proved as a 
resu lt of the passage of the 1938 acts. E xam ples from  the F ederal 
T rad e  C om m ission’s adm in istra tion  of the  W heeler-L ea A ct clearly 
illu s tra te  considerable im provem ent in the  advertising  of products 
com ing w ith in  the  purv iew  of th is act.

T he  Com m ission has been in tensely  active in proceeding against 
falsely advertised  trea tm en ts  for a rth ritis , rheum atism  and related  
difficulties. N um bers of these proceedings have involved products, 
con ta in ing  aspirin  or som e o ther ord inary  analgesic drug, w hich w ere 
being sold a t high ly inflated prices by m eans of advertising  w hich 
prom ised a cure or long lasting  relief from  arth ritis , rheum atism  and 
o ther sim ilar ailm ents, or o therw ise grossly  exaggerated  the  lim ited 
palliative effect of the prepara tion  on the m inor sym ptom s of these 
conditions. A ction has been taken w ith  respect to  sim ilar m isrepre
sen ta tions m ade for linim ents, o in tm ents and o ther nostrum s sold for 
external application in cases of rheum atism  and a rth ritis .

D ie tary  supplem ents, a varie ty  of d rugs and a num ber of types 
of devices advertised  as prov id ing  sim ple, easy and rapid m eans of
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reducing  excess body w eight, have been the sub ject of close a tten tion  
b y  the  Com m ission and it is p resen tly  engaged in num erous efforts 
to  curb m isrepresen ta tion  in th is broad area. A ction has recently  been 
taken involving advertising  used to  prom ote the sale of “m edical" 
books w hich hold ou t to  the general public regim ens allegedly effective 
in the prevention, trea tm en t and cure of a  varie ty  of serious diseases. 
O n Ju ly  19, 1960, the  Com m ission issued an o rder against W itk ow er 
P ress, Inc., (D kt. No. 6533) w hich advertised  a book represen ted  as 
teach ing a successful system  for the trea tm en t of a rth ritis . T he p rin 
cipal rem edy advocated in th is  book w as the  consum ption of a m ix ture 
of cod-liver oil and orange juice. T he  C om m ission’s au th o rity  does 
not extend to  the  regula tion  of the con ten ts of such a book, bu t it does 
cover the advertising  practices used to  prom ote its sale, th a t is. the 
advertising  represen ta tions concerning the con ten ts of the book

T he F ederal T rad e  Com m ission polices only the  adv ertis in g  of 
foods, cosm etics and d rug  products and devices. T he labeling and 
developm ent or p roduction  of such products and devices are m atte rs  
w ith in  the ju risd ic tion  of the  Food and D rug  A dm inistra tion  to  w hich 
I shall refer later.

In  speaking of the Com m ission 's actions in the area of quality  
control, it should be clearly understood th a t m y sta tem en ts  are lim ited 
to those claims dealing with effective quality control made in advertisements. 
M ost of the Com m ission 's cases involving false and m isleading ad
vertis ing  have been directed to  s ta tem en ts  concern ing the qualitv  or 
effectiveness of the  products advertised. H ow ever, the activ ities or 
procedures of a firm producing  pharm aceu ticals m ay also be m isrepre
sented. A ny adv ertiser is fully responsible for rep resen ta tions of th is 
character. T h is  m axim  is illustra ted  by advertisem ents w hich sta te  or 
im ply w ith ou t foundation th a t the firm doing the advertising  is exer
cising adequate control over the production of its products. Specific 
term s m ay be em ployed such as “a system  of qualitv  control," “rigid 
quality  contro l" or a num ber of o ther sim ilar represen ta tions, bu t I 
believe th a t the uniform  and com m on un derstan d in g  of such s ta te 
m ents is th a t a careful check on the quality  of the m anufactured  
product is being m aintained. I t  is the d u ty  of th e  Com m ission to  
insure th a t statements of this character accurate ly  reflect the na tu re  and 
ex ten t of the m an u fac tu re r’s control. T h is is particu larly  im portan t 
in the m anufacture  of pharm aceuticals.
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T he C om m ission’s position in such a m a tte r  is th a t any adv ertis
ing' claim re la ting  to quality  control is a rep resen ta tion  w ith in  the 
usual m eaning of the term s as understood  in the pharm aceu tical in
dustry , nam ely, th a t the firm doing the advertising  continuously  em
ploys an adequate control system .

I t  is app aren t th a t any  exam ination of the tru th fu ln ess of a claim 
of adequate quality  control depends upon a definition of the phrase 
“adequate quality  control."

Xo definition of quality  contro l has been adopted  or considered by 
the Com m ission. H ow ever, a m em ber of the C om m ission’s D ivision 
of Scientific O pinions, Mr. T hom as H . R iggs, has devised a definition 
w hich m ay be helpful to  you in th is  respect. I t is as follow s:

“An adequate control system  observes the regu lar and continuous 
use of all reasonable m ethods, procedures and operations th a t are 
necessary, and sufficient to insure the  un iform ity  of pharm aceutical 
products as to safe ty  and efficacy, including the use of those which 
w ill:

“ (1) m inim ize the  hum an, m echanical and o ther e rro rs throughout 
all phases of p roduction  such as m anufacturing , processing, packaging 
and labeling, and

“ (2) assure the  user or u ltim ate  consum er th a t his package of the 
product has all th e  characteristics of identity , s treng th , quality , and 
p u rity  w hich it is represen ted  or pu rported  to  possess, including those 
which are required , claimed, or im plied, tak in g  into account each of 
the uses for the product which are intended, represented or customary.”

T his definition covers a broad  concept of adequate quality  control. 
T he m ere adoption of a plan will no t satisfy  th is definition. T o insure 
adequate control under th is definition, a m anufac tu rer m ust no t only 
have a plan bu t also facilities and procedures, a qualified staff and the 
necessary know -how  to carry  out a program  of quality  control on a 
con tinuous basis. Close supervision and inspection a t the  po in t of 
m anufacture  is necessary if the claim  of adequacy is to  be thorough ly  
supported .

T he Com m ission is the agency hav ing p rim ary  responsib ility  to 
p ro tec t the  public against false and  m isleading advertising  so far as 
stan dard  pharm aceu ticals are concerned, and for th is  reason it m ust 
bear special responsib ility  in the area of quality  control. C urrently , 
th is responsib ility  is g rea te r than  it has been in the past, because of the
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expanded use of generic-nam ed drugs and the concurren t use of claim s 
of adequate quality  control by the  m anufac tu rers of such drugs. T he 
public is g rea tly  concerned w ith  the  quality  of pharm aceuticals, and 
governm ent agencies charged w ith  the  pro tection  of the  public in te rest 
must necessarily reflect that concern. Accordingly, I am of the opinion 
th a t false claims of quality  control can severely dam age the rep u ta tio n  
and stan d in g  of a m em ber of the pharm aceu tical in du stry  w ho m ay 
m ake such claims.

F o r m any years, the Com m ission has taken  very  little  action in the 
field of false claims of quality  control, but, in the  past year, it has 
issued a com plain t against a m anufactu rer of generic-nam ed drugs. 
(W est Ward, Inc. et al., D kt. No. 8141). T h is proceeding challenges 
the  use of rep resen ta tions in advertising  re la ting  to  quality  control and 
alleges th a t such represen ta tions are false and m isleading. I t  is ex
pected th a t add itional com plain ts m ay be forthcom ing since in vestiga
tions of th is  n a tu re  are now under w ay and if the evidence ob tained 
du ring  the course of these investigations provides the Com m ission 
w ith  substan tia l and adequate reason to believe th a t deceptive claim s 
of quality  contro l have been m ade, form al proceedings will no doubt be 
in stitu ted . In  view  of the foregoing, it w ould seem advisable th a t the 
industry , ac ting  in the public in te rest and its own self-respect, should 
cooperate w ith  the Com m ission in in suring  th a t all claim s of adequate 
quality  con tro l are tru th fu l. F a ilu re  to  take such action m ay invite 
fu rth e r governm ent controls and fu rth e r action un der p resen t laws.

Y ou will no doubt be v ita lly  in terested  in the only qualification to  
the broad coverage of Section 15 of the  W heeler-L ea  A ct w hich s ta te s :

“ No advertisem ent of a d rug  shall be deem ed to  be false if it is 
dissem inated  only to  m em bers of the m edical profession, contains no 
false rep resen ta tion  of m aterial fact, and includes, or is accom panied 
in each instance by  tru th fu l disclosure of, the form ula show ing qu an ti
ta tive ly  each ingred ien t of such d rug .”

So far as I am aw are, the Com m ission has never challenged a 
s ta tem en t in advertising  re la ting  to  the  th erap eu tic  qualities of any 
d ru g  product w here such advertising  w as d irected solely to a ph y 
sician, so th a t the  full m eaning  of th is  qualification has never been 
resolved. W hen  Section 15 w as enacted in 1938, the  p robability  of 
deception of the m edical profession respecting  the  efficacious and w ide
spread benefits, as w ell as the  harm fu l effects of the  drugs then  in use, 
w as slight. D uring  the past few years, a large num ber of new drugs
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have been in troduced  in to  the channels of trade. Such drugs are so 
pow erful th a t they  g rea tly  effect basic bodily processes. T hese  drugs 
have been widely advertised  to  physicians and the  m ethods of p resen ta
tion in such advertisem ents have caused m any, including m em bers of 
the  C om m ission’s staff, to  conclude th a t, a t p resen t and for som e few 
years  past, even physicians are now  being, and m ay have been, de
ceived by the  advertisers of the so-called eth ical drugs. I t  is app aren t 
th a t the average busy physician does no t have tim e to  th orou gh ly  ex
plore all the  beneficial effects of such drugs or in fact even those effects 
w hich  m ay be harm ful. I t  is doubtful th a t physicians m ay be able to  
exam ine the  basic lite ra tu re  available on all of these new  drugs. A c
cordingly, it is believed th a t advertising  d irected to  physicians should 
receive very  careful scru tiny  by the Com m ission, particu larly  w here 
such ads do no t fully acquain t the physician w ith  the  harm ful aspects 
of such drugs. C onsequently , those  of the  Com m ission’s staff m ost 
concerned w ith  th is  problem  have recen tly  given th o u g h t to  su g g est
ing  to  the  Com m ission additional leg islation w hich w ould am end th a t 
po rtion  of Section 15 re la ting  to  advertising  directed solely to  ph y 
sicians. T here  has been in the public p ress a clear indication th a t the 
Com m ission will m ake a recom m endation to  Congress regard ing  th is 
form  of advertising  in th e  near fu ture. No such recom m endation has 
been m ade as of th is date.

As previously indicated, the broad au th o rity  and the  varied  activ i
ties of the  F ederal T rade Com m ission, in m any instances, touch upon 
those  of o ther federal agencies. T h is is especially true  of the  Food 
and D rug  A dm inistra tion , charged w ith  responsib ility  for the  labeling 
of foods, drugs, cosm etics and devices. W hile  Section 12 of the  F ed 
eral T rad e  Com m ission A ct excludes labeling from  the  definition of 
false and  m islead ing advertising , the  ju risd ic tion  of the  Com m ission 
over false and m islead ing sta tem en ts  on labels as a violation of Section 
5(10) has no t been revoked.

In  order to  correlate  m ore effectively the  w ork of the  Com m ission 
and the  Food and D ru g  A dm in istra tion  and to  preven t overlapping 
activ ities and duplication of effort, a w ork ing  agreem ent betw een the 
agencies w as devised, and has proven h igh ly  satisfactory .

I t  w as agreed th a t the  F ederal T rad e  Com m ission w ould exercise 
sole ju risd ic tion  over advertising  and  th e  Food and D rug  A dm in istra
tion  over labeling, in the  absence of express agreem ent to  the con
tra ry . W hile  such an agreem ent m ight appear to  delineate clearly
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and sim ply the respective areas of activ ity , con tinu ing  and careful 
liaison is necessary  in instances w here :

(1) T he sam e, or sim ilar, claim s are found in bo th  labeling and 
a d v e rtis in g ;

(2) W ritten , p rin ted  o r graphic m ateria l m ay be construed as 
e ither advertising  or as accom panying labeling  or both , depending 
upon the circum stances of d istribu tion  ; and

( 3) T he article  is a d ru g  or device and appears to be m isbranded 
solely because of inadequacy of directions for use appearing  in the  
labeling for conditions for w hich the article  is offered in advertising  
generally  dissem inated to the public.

Such liaison arrangem ents have also been estab lished w ith  a 
num ber of o ther governm ent agencies, in order to p reven t duplication  
or conflict of effort.

T oday, we have m ade reference to only a sm all segm ent of the  
C om m ission’s activ ities in the  field of false and m isleading advertising . 
I t  m ight be profitable to  discuss a t length  o ther specific po in ts bu t I 
believe th a t the  principle of tru th  in advertising  is abundantly  clear. 
A dvertising , particu larly  as it rela tes to foods, drugs, cosm etics and 
devices, m ust be tru th fu l in its declaration as well as its negative 
aspects. Such advertising  m ust avoid m isleading im plications as it 
m ust avoid any explicit falsehood. T he tru th  m ust be capable of being 
understood by bo th  the uninform ed as well as those persons w ho are 
know ledgeable and sophisticated. In o ther w ords, advertising  m ust 
be true  in all respects and capable of being understood by  all persons 
to  w hom  it is directed.

T he repu ta tio n  of the advertising  done is a tru s t of every  adver
tiser and m ust be the cornerstone of every adv ertis in g  agency. By 
d ischarg ing  yo u r ob ligations in th is respect, you can set an exam ple 
of your in du stry 's  concern for the public in terest. If you fail in th is 
respect, you m ust be prepared to  accept additional governm ent con
trols. W e, in the  bureau  of investigation , are th orou gh ly  convinced 
th a t consum ers and honest com petitors will not to lera te  e ither positive 
or negative m isrepresen ta tions in advertising . C urrently , the Com 
m ission is receiving som e 500 com plain t le tte rs  every m onth. M any 
of these come to  m y office and give a fairly  clear indication of the  pu b 
lic in te res t in the  type of advertising  represen ta tions m ade by  adver
tisers th ro ug hou t the U nited  S tates. [The End]
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What Level of Drugs 
Can Be Used in Feeds?

By LaVERNE C. HAROLD

This Paper W as Presented for the Fifth Annual Poultry Health 
and Management Short Course at Clemson Agricultural Col
lege. The Author Is with the Food and Drug Administration, 
United States Department of Health, Education, and Welfare.

A F E W  W E E K S  AG O  I received a telephone call from  a sta te  feed 
control official near W ash in g to n , D. C. T h is sta te  official had one 

question w hich he w an ted  answ ered. H e w an ted  to know  if 400 gram s 
of chlortetracvcline could be used in a ton  of po u ltry  feed.

T he  sta te  official said th a t he had recen tly  received a request 
from  a feed m ixer to  reg ister th is  particu lar feed in his state. A t first, 
the official said, he objected to  the feed. H ow ever, the feed m ixer w as 
p ersis ten t in his dem ands. H e insisted  th a t there should be no objec
tion to  his feed since the an tib io tic  feed regulations of the Food and 
D ru g  A dm in istra tion  m ade no m ention as to the m axim um  level of 
an an tib io tic  th a t could be used in a feed.

T he  feed m ixer po in ted  out to  the  s ta te  official th a t the antib iotic 
feed regu la tions of the F D A  w ere self-explanatory in regard  to  d rug  
levels. T he regu lations s ta te  th a t a feed m ust contain, per ton  of 
finished feed, the equivalent of no t less than  so m any gram s of an ti
biotic. T h is  m inim um  level w as necessary before a th erap eu tic  claim 
could be m ade for the drug.

T he feed m ixer concluded from  his analysis th a t there  should be 
no ob jection to  his proposed feed since it did contain the  m inim um  
level of d rug  required  by the regulations.
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What Limits Drug Dosages?
W h a t lim its d rug  dosages in feeds? T h is question m ust be an 

sw ered before we can determ ine w h eth er or no t a food w ith  a high 
d rug  con ten t is perm issible.

T he po u ltry  feeder m ay contend th a t the  econom ics of feeding 
a d rug  should determ ine the level of th a t d rug  in a feed. H e m ay 
reason th a t a poultrym an will tend  to feed only the  level of d ru g  
necessary to  accom plish th e  desired effect and th a t th is  level w ill be 
fed only w hen it is econom ically feasible. F u rth er, it can be said th a t 
the  feeder could no t afford to  feed a h igher level of d rug  nor could 
he afford to feed a level of d rug  th a t w ould no t be effective— the cost 
w ould be too great.

H ow ever, un der the F ederal Food, D rug, and Cosm etic A ct, the  
safe ty  and efficiency of the  drug  are the prim e factors for consider
ation. T he  drug  m ust be safe no t only to  the anim al receiv ing the 
drug  b u t to  the  u ltim ate  consum er of the products from  the  tre a ted  
anim al.

U n der the  F ederal Food, D rug , and Cosm etic A ct, there  are th ree  
sections w hich m ay control the level of a d ru g  in a feed: (1) Section 
507 ; (2) Section 505; and (3) Section 409.

Section 507.— Section 507 perta ins to  certifiable antib iotics. T h is 
section covers those d rugs containing, in w hole or any part, penicillin, 
streptom ycin , chlortetracycline, chloram phenicol or bacitracin , or any 
derivative thereof. D erivatives of these antib io tics are those such as 
d ihydrostreptom ycin , zinc bacitracin  and tetracycline.

W h en  any  of these drugs are added to  feeds, data  m ust be avail
able to  show  th a t the  d rug  is safe and efficacious for all claim s made.

T he regulation  for con tro lling  the  certifiable antib iotic d rugs in 
feeds is Section 146.26 of the  an tib io tic  regulations. T his section of 
the  regu la tions specifies the  drugs th a t m ay be used in a feed. T he 
drugs include nonan tib io tic  drugs w hich m ay be used in com bination 
w ith  the  certifiable antib iotics, as w ell as the antib iotics them selves. 
Feeds con tain ing  one or m ore of these drugs can be used only as p re
scribed in these  regulations.

Section 505.— Section 505 is the  new drug  section. D rugs o ther 
th an  th e  certifiable antib io tics m ay or m ay no t be considered un der 
th is  section of the law. H ow  the  drugs are handled depends upon 
w hether they  are considered “new  d ru g s” or “not new  d rug s.”
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F o r a “new  d ru g ,-’ the  safe ty  of th e  d rug  has no t been full de ter
m ined nor recognized th ro ug h  extensive use. T hese  drugs m ust be 
handled under the new  d rug  section. T he “new d ru g ” provisions re 
qu ire th a t a new d rug  application be subm itted  and allow ed to  become 
effective before the d ru g  can be used.

T he law  lim its the d istribu tio n  of new  drugs to  the final dosage 
form  as described in the application.

If a d rug  is considered a “not new  d ru g ,” it is no t sub ject to  these 
provisions of the  law. D rug s cease to  be classified as new drugs when, 
in the opinion of qualified experts, sufficient experience has been gained 
in the use of the d rugs to  w a rran t th e ir rem oval from  new  d ru g  status. 
H ow ever, these “no t new  d ru g s” rem ain suscep tib le to  o ther p ro 
visions of the  law  for adu ltera tion  or m isbranding. Also, these “not 
new  d ru g s” m ay again  becom e “new  d ru g s” under different conditions 
of use and represen ta tion .

Section 409.— Section 409 is the  food additives section. T h is sec
tion covers any  substance, the in tended use of which resu lts, or m ay 
reasonab ly  be expected to  resu lt, in its becom ing a com ponent or 
o therw ise affecting the charac teristic  of any  food. E xem pted  from  
th is section are those substances w hich are generally  recognized 
am ong experts  to  be safe for th e ir  in tended use, and those substances 
hav ing  “prio r sanction s” as th a t term  is used in the food additives 
am endm ent.

T he  food additives section m akes no distinction  betw een foods 
in tended for m an and those in tended for anim als. A ny substance 
added to  an an im al's food w ould be considered under th is section of 
the  law.

T o  com ply w ith  Section 409, an additive m ust be show n to be 
effective for its  in tended  use and the  level of d rug  recom m ended m ust 
be only th a t w hich is reasonab ly  necessary  to  accom plish the  effect. 
T h e  law  provides th a t w here a to lerance is necessary for a food ad
ditive, th is  to lerance shall not be fixed a t a level h igher than  th a t 
reasonab ly  requ ired  to  accom plish the effect for w hich such additive 
is in tended. H ig h er levels of the additive th an  necessary  are not 
perm itted .

Disease Prevention and Treatment
T he level of d rugs th a t can be used in feeds depends upon the 

use th a t is to  be m ade of the d ru g  and the safe ty  of the  d rug  for such 
use. T he  d ru g  m ust be safe not only to  the chicken, tu rkey , p ig  or
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cow receiving the  drug , b u t also to  the consum er of the  edible p rod 
ucts obtained from  th e  trea ted  anim als. T here  m u st be no residues of 
the  d rug  rem aining in the m eat, eggs or m ilk at levels th a t w ould be 
detrim en tal to  hum an health .

A ntib io tic  drugs.—T he  level of certifiable an tib io tic  d rugs th a t 
m ay be used in feeds are as listed in the  an tib io tic  feed regulations, 
Section 146.26. U n d er p a rt (b) of th is section, each an tib io tic  and 
nonan tib io tic  d ru g  th a t m ay  be used in a feed is given. T he  claim s 
th a t can be m ade for the d rug  are listed and the  q u an tity  of d ru g  
required  for these claim s is set forth.

For Chlortetracycline in a poultry feed, the regulations permit the 
claims blue comb, chronic respiratory disease, infectious sinusitis and 
synovitis. In the treatm ent of these diseases, the feed must contain 
not less than 100 grams p>er ton °f feed, Chlortetracycline or of the 
combination Chlortetracycline and Oxytetracycline except for the claim 
synovitis when the feed m ust contain not less than 200 grams of anti
biotic per ton of feed.

T he regulations also provide th a t o ther d rugs such as furazolidone 
and trith iado l m ay be used in com bination w ith  Chlortetracycline. T he 
dosages for these drugs and the claim s th a t can be m ade are set forth  
in the regulations.

So far, from  our discussion it appears th a t the form ula of the feed 
m ixer as subm itted  to  the  s ta te  feed control official com plies w ith our 
regulations. T he feed m ixer is supply ing  the m inim um  level of Chlor
te tracycline in his feed as required  by the an tib io tic  regulations.

H ow ever, there is one po in t the feed m ixer failed to  take in to 
account. T h is  po in t is, the  possib ility  of residues of d rug  ingred ien t 
rem ain ing  in the  tissues of the trea ted  anim al. T he  q u an tity  and 
com bination of d rugs as perm itted  by the  d ifferen t p a rag raph s under 
p a r t (b) of the an tib io tic  feed regulations m ust be kep t a t a  level in 
a  feed w hich will p reven t d rug  residues in edible products. F o r the 
m ost part, th is requires th a t the regula tions be followed to  a “ t .”

W h ere  we have a level of d rug  in a feed th a t is h igher than  the 
level listed or a com bination of d rug s th a t is different than  those 
quoted  in the  an tib io tic  feed regulations, a question  is raised as to  the 
safe ty  and efficacy of th a t drug. W e m ust be sure in feeding drugs 
to  anim als th a t the  drug  is safe no t only to  the anim al bu t to the 
consum er of the product from  th a t anim al.
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Unless the Food and Drug Adm inistration has previously approved 
higher levels of an an tib io tic  d rug  th an  as quoted in the regulations, 
the h igher levels cannot be perm itted  w ith ou t add itional safe ty  data. 
T he h igher level of d rug  w ith ou t adequate  da ta  w ould be in conflict 
w ith  the  food additives am endm ent.

U n der the  food additives law  w e m ust have data  to  show th a t the 
h igher level of d rug  in the feed w ould leave no d rug  residue in the 
anim al tissue th a t w ould be unsafe for hum an consum ption. T hese 
da ta  m ust be subm itted  before an am endm ent to  the food additives 
regula tions p erm ittin g  the use of the  d ru g  can be considered.

F o r a m om ent, let us go back to  our po u ltry  feed w ith  400 gram s 
of chlortetracycline. T his level we w ould no t approve in the  absence 
of suppo rting  data  th a t w ould perm it issuance of a food additive regu
lation. L evels h igher than  200 g ram s per ton of feed have no t been 
approved for poultry .

F o r penicillin and bacitracin  we w ould not approve levels signifi
can tly  above the 100 gram s per ton  m inim um  sta ted  in the regulations, 
and for streptom ycin , 75 gram s per ton.

W hen  the an tib io tic  regu la tions w ere first drafted, it w as th ou gh t 
th a t the cost of an antib io tic  w ould lim it the am ount of the d rug  th a t 
w ould be added to  a feed. A t the tim e, we did no t believe it necessary 
or even advisable to specify the m axim um  level of the antib io tic  th a t 
could be used. F or ease of handling , the  an tib io tic  regula tions w ere 
w ritten  to  include the proviso “not less th a n .”

T he d raftin g  of the  regula tions in th is form  w as not in tended to 
au thorize  the use of antib io tics far in excess of the am ounts stated  
in the  specific regula tions b u t ra th e r to  perm it reasonable overages 
consisten t w ith  good m anufac tu ring  operations and to  provide assu r
ance of effective levels for the desired purposes.

T he feeding of antib io tics have now  becom e m ore econom ical for 
th e  m ost part. R equests have been received by the  D ivision of A n ti
biotics for antib io tics in feed as high as 1,000 gram s per ton of finished 
feed. T he cost of the  drug  isn 't p u ttin g  a brake on the  am ount to  be 
added to  the  feed. As a resu lt, we are hav ing to  take ano th er look a t 
our regulations.

W e are exp lo ring  the possib ility  of am ending the  antib io tic  reg u 
lations to  provide for bo th  a m inim um  and m axim um  level of an an ti
biotic th a t  can be added to  a feed.
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N ew  drugs.— T he levels of “new d ru g s '’ which can be added to  
anim al feeds are as authorized  in the effective new d rug  application. 
T he levels as perm itted  by the new d rug  application have been show n 
to  be safe for th e ir  in tended use.

T he “new  d ru g ” itself m ay or m ay no t be included in the a n ti
biotic feed regulations. W h e th e r an am endm ent is m ade to  the an ti
biotic. regu la tions to  include the new d ru g  will depend on the data  
available. W e m ust have the  sam e safe ty  data  on the com bination of 
new  d rug  and antib io tic  as we had on the  individual drugs.

T he m ost recen t tw o new drugs to  be added to  the an tib io tic  
regula tions are those of zoalene and am prolium . T hese  drugs can 
safely be added to  po u ltry  feeds at levels of .0125 per cent and .025 
per cent, respectively . Both drugs are used for the control of coccidi- 
osis in chickens.

U sually , the level of a new d rug  w hich can be added to an an ti
biotic feed is th e  sam e as provided in the new d rug  application. H o w 
ever. the levels could be different if one drug, for one reason o r 
ano ther, affects the  use of the other.

N ot new drugs.— If the  d rug  to  be used in a feed is considered 
a “not new  drug ," it m ay be used in a feed at a dosage level w hich is 
considered safe for such use. U nder these conditions of use the “not 
new d ru g ” does not take a food additive regulation . T he  “not new  
d ru g s” are recognized as hav ing been adequately  show n under the  
conditions of their in tended use to be safe.

W hen the  “not new drug" is com bined w ith  ano ther d rug  or is 
used a t levels o th e r than those generallv  recognized as safe, it m av 
again  becom e a “ new drug ." F o r these different conditions of use the  
d rug  w ould be handled as a “new d ru g .”

T he use of “not new drug s" in com bination w ith  the certifiable 
antib io tics are as ou tlined in the an tib io tic  feed regulations. T he 
com binations and dosage levels perm itted  in a feed are listed in these 
regulations.

Growth Promotion
A num ber of d rugs are added to  p o u ltrv  and sw ine feeds for the 

prom otion of g row th  and increasing feed efficiencv. T hese drugs 
include both the  nonantib io tic  and antib io tic  drugs.

Nonantibiotic drugs.— P art (a t of the an tib io tic  feed regu lations 
lists five nonantib io tic  d rugs which m ay be added to the antib iotic
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feeds as g row th  prom otan ts. T hey  are the arsenical com pounds and 
the n itrofurans.

T hese com pounds m ay be used in an tib io tic  feeds as specified 
by  the an tib io tic  feed regulations. T he regulations give the  feed to 
w hich the  drug  m ay be added and the q u an tity  of the d ru g  th a t m ust 
be in the  feed.

Antibiotic drugs.—The most widely used growth prom otants are 
the antibiotics. They include penicillin. Chlortetracycline, Oxytetra
cycline and the bacitracins. Of these antibiotics, penicillin, Chlortetra
cycline and bacitracin are certifiable. Oxytetracycline is not certifiable 
except when in combination with one of the other antibiotics.

The total number of antibiotics that may be used in any one feed 
for growth promotion depends upon the level of the antibiotics being 
used. So long as the total antibiotic content of all antibiotics in the 
feed does not exceed 50 grams per ton of finished feed, any number 
and any combination of the antibiotics may be used. It is possible to 
have penicillin, Chlortetracycline, Oxytetracycline and bacitracin all in 
the same feed.

T he feeds to  w hich low levels of antib io tics can be added are 
lim ited. T he species of anim al to  w hich a g row th  prom otion level of 
an an tib io tic  can be recom m ended are specific. Before a d rug  can be 
used as a g row th  prom otan t, data  m ust be available to  show th a t the 
drug  will be effective for th is  purpose. A lthough  we have not specified 
in the antib io tic  regula tions each species of anim al to w hich the low 
level an tib io tic  can be fed, they  are nonetheless established.

Penicillin, streptomycin, Chlortetracycline, Oxytetracycline and 
bacitracin may be added to chicken, turkey and swine feeds for growth 
promotion. Oxytetracycline and Chlortetracycline may in addition be 
added to sheen and cattle feeds for this same purpose.

O nly  recen tly  have we considered it necessary to set the m in i
m um  level of an antib io tic  which m ust be used in the  feed to  p ro
m ote grow th . W e are now  in the process of estab lish ing  the m inim um  
effective level for each an tib io tic  and for each species of anim al.

T w o antib io tic  drugs and th e ir  levels have been set for chickens. 
T he antib io tics a r e : procaine penicillin and streptom ycin . F o r p ro
caine penicillin, the  m inim um  level considered effective is four gram s 
per ton of feed (2.4 gram s sodium  penicillin m aster s tan d ard ). F or 
streptom ycin , the  m inim um  level is 30 gram s per ton  of feed.

DRUG LEVF.L IN FEEDS PAGE 245



If e ither one or bo th  of these tw o antib iotics are used in a chicken 
feed, the  feed m ust contain the m inim um  level as quoted for each 
antib iotic. Y ou w ill find these levels s ta ted  in bo th  the an tib io tic  
and food additive regulations. F rom  now  on, as our regula tions are 
am ended to  provide for the  use of low level antib io tics in feeds, the 
m inim um  as w ell as the m axim um  level of the antib io tic  necessary  
for g row th  prom otion will be stated.

T he addition of an tib io tics to  duck, pheasant, pigeon or gam e 
bird feeds is proh ib ited . T he  sam e is true  for rabbits. T he Food and 
D rug  A dm in istra tion  does no t have adequate data  on the safe ty  and 
efficacy of an tib io tics in feeds for these anim als.

T here  m ay be som e question as to  the w isdom  of se tting  m ini
m um  levels of antib io tics for g row th  prom otion. H ow ever, we in the 
Food and D rug  A dm inistra tion  believe there is a real need for th is 
action. O nly recen tly  we had the  oppo rtun ity  to  review  a po u ltry  
feed form ula w hich contained only 64 m illigram s of procaine penicillin 
per ton of finished feed. W e  can hard ly  consider th is level adequate 
to  prom ote g ro w th ; we can’t even find it in the feed.

Summary
W h at level of drugs can be used in feeds depends upon the use 

th a t is m ade of the drug  and the  safe ty  of the drug  for th a t use.
To trea t diseases in farm  anim als, the  dosage of the  drug  adm inis

tered  to  the anim al m ust be w ith in  safe and effective lim its for the 
anim al and w ith in safe lim its for the consum er. T he  m inim um  level 
of a certifiable an tib io tic  th a t can be used in a feed for the trea tm en t 
of disease is the level specified in the antib io tic  feed regulations. T his 
is also the m axim um  level even though  the regula tions do no t so 
specify except to the ex ten t th a t a reasonable overage consisten t to  
good m anufac tu ring  procedure is allowable.

New drugs can be used in feeds at the  levels specified in the new 
d ru g  application. T hese  are levels th a t have been adequately  show n 
to be safe to  the anim al and will leave no harm ful residues in the 
edible tissues.

T o  prom ote grow th , the  level of a d rug  th a t m ust be in the feed 
is th a t level w hich can reasonab ly  be assured to  give a resoonse. T he 
m inim um  level of an antib io tic  necessary  in a feed depends upon the 
antib io tic  and species of anim al being fed. F o r chickens, four gram s 
of procaine penicillin is required  for each ton  of finished feed (2.4
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gram s sodium  penicillin G m aster s tan d ard ). F o r streptom ycin , the  
m inim um  level required  is 30 gram s per ton of feed. T he m inim um  
levels for o ther an tib io tics and for o ther species of anim als will be 
estab lished as data  justify .

If  the level of a d rug  in a feed is h igher or low er th an  the  levels 
quoted in the an tib io tic  regula tions or in the  new drug  application, 
a question  is im m ediately  raised as to  the safe ty  and efficacy of th e  
drug. N ot only should the  drug  be effective for its in tended use bu t 
there  m ust be no residues of d rug  ingred ien ts in the  m eat, m ilk or 
eggs th a t will be detrim en tal to hum an health.

W e do n e t believe th a t a d rug  should be added to  a feed ju s t for 
the sake of add ing the drug. N either can we condone the addition 
of a d rug  to  a feed for the  trea tm en t of disease w hen such d rug  will 
be toxic to  the consum er of the anim al products.

L evels of a d rug  in a feed for w hich there  is no valid purpose 
or w hich leaves toxic residues in edible p roducts of the  trea ted  anim al 
will no t be to lerated . T he pro tection  of the public m ust be forem ost 
in ou r use of ve terinary  drugs. [T he  E nd ]

GOVERNMENT WINS ROUND IN CANDY CASE APPEAL
T he governm ent has won w hat m ay be a key round  in its appeal 

from  a low er court judgm ent dism issing “slack fill” charges against a 
candy m int package m aking w hat the governm ent considered excessive 
use of hollow dividers. T he  T h ird  C ircuit sta ted  tw o grounds on which 
a court could hold for the claim ant in such a case (and w hich could 
prove difficult to  m e e t) :

(1) T he ord inary  purchaser tvas not m isled into expecting a larger 
quantity  of the p roduct than  rvas actually  in the package.

(2) Even if he w ere m isled into expecting the larger quantity , the 
form  and filling w as justified in o rder to p ro tec t the contents, tak ing  
in to  consideration  the  alternative safety features available.

H ere, t ie low er court had found, first, tha t there was no proof the 
ord inary  purchaser expected to find any pa rticu lar num ber of m ints 
in the box. N ot enough, said the court of appeals. T he question is 
w hether he expected to find m o re  than  w ere actually  in the box. As to 
protective construction, the low er court had found tha t the package did 
serve protective purposes, and its form  was neither adopted nor used 
to  deceive. A gain, said the court of appeals, this is not enough. T he 
low er court “has to  find tha t the container’s efficacy outw eighs its 
deceptive quality [and] . . . th a t the available alternative efficacious 
m eans are not less deceptive than  those actually  em ployed.” A ccord 
ingly, it vacated and rem anded the judgm ent in favor of the m anu
factu rer for m ore specific findings and whatever judgment is ultimately 
called fo r .— D elso n  C an d y C om p a ny , C C H  F ood D rug C o s m e t ic  L aw  
R eports H 76d2 (CA-3, 1961).
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FOR THE READING LIST

Pure Food Centenary 1960
Pure Food and Pure Food Legislation. A. J. Amos. B u tte rw o rth , 

Inc., 7235 W isconsin  A venue, W ash in g to n  14, D. C. 1960. 167
pages. $4.

T his book contains the papers delivered a t a recen t conference 
held in L ondon com m em orating  the centennial of the  first general 
P u re  Food Law . T he  problem  in 1860 w as one of quality  and the 
chem ists taken in to  the food in du stry  as a safeguard  against un in ten 
tional con traven tions of the early food and drugs acts w ere la ter given 
the task  of superv ising  factors of quality  o ther than  pu rity , such as, 
appearance, taste , tex tu re , n u tritiv e  value and keeping properties. So 
foods not only becam e pu rer bu t they  looked better, they  tasted  be tte r 
and they  kept better. T he  problem  in 1960 is one of quantity . “W e 
m ay have less tim e to  solve our p rob lem ,'’ said A. J. Amos, chairm an 
of the Pure Food C entenary  E xecutive Com m ittee, “than  the adm in is
tra to rs  and sc ien tists of 1860 had to  find a solution to  th e irs .”

T here  are papers b y : J. H . H am ence, p residen t elect. A ssociation 
of Public A nalysts, past president. Society for A naly tical C hem istry  ; 
E. G. H ughes, p as t p resident. Society for A naly tical C hem istry, past 
chairm an, Food G roup of Society of Chem ical In d u s try ; J. G. M alloch, 
scientific adviser to  the H igh  C om m issioner for C anada; N. C. W rig h t, 
D eputy  D irector-G eneral, Food and A g ricu ltu re  O rgan ization  of the 
U nited  N ations, past chief scientific adv iser (F o o d ), M in istry  of A gri
cultu re, F isheries and Food ; A. C. F razer, professor of m edical bio
chem istry  and pharm acology, U n iv ersity  of B irm ingham , president, 
B ritish  Food M anufactu ring  Indu stries  R esearch A sso c ia tio n ; C. A. 
M orrell, D irector, Food and D rugs D irectorate , D epartm en t of N a
tional H ea lth  and W elfare, C anada; F. H . R euter, associate professor 
of food technology, T he U n iversity  of New South W ales ; G. P. Lar- 
rick, C om m issionner of Food and D rugs, D epartm ent of H ealth , E d u 
cation and W elfare  of the U n ited  S tates.
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New
from the house 

of good products
CCH’s

Handybook Rack
If you’re a m an w ho likes to  keep his daily reference books or m agazines 

w ith in  easy reach, in one convenien t spo t—you’re sure to  like th is  new 
H A N D Y B O O K  RA C K . I t  does ju s t th is  . . . and more.

I t ’s a  H A N D Y  T R A V E L E R , too. W eigh ing  ju s t under a pound, the 
R A C K  can be easily  m oved from  your desk to  any other w ork ing  area  and 
back again.

M A R -P R O O F  L E G S  preven t scra tch ing  of wood or m etal surfaces.
C O M PLETELY  A D JU STA B LE to a full 13J4" size, the RACK holds 

a year's supply of CCH books, periodicals, etc.
F O L D S  F L A T  w hen no t in use ; takes up little  room . Because of a 

un ique self-locking feature, books w on’t slip ou t—are held securely  in  place 
so you get w h a t you reach for.

B U IL T  T O  L A S T , the  R A C K  is brass-p la ted  and reinforced by “no sag ” 
construction .

Y ou’ll like its H A N D S O M E  A P P E A R A N C E , too. Polished to  a fine, 
soft finish, the  R A C K  adds an a ttrac tiv e  touch to your office; looks equally 
well a t home.

O RDER YO U R RA CK TODAY
C C H ’s new  H A N D Y B O O K  R A C K  is ideal for the  busy executive. 

I t  clears your desk for action . . . gives you m ore w ork ing space. I t  m akes 
the perfect “ little” gift as well.

ID EA L A C C ES S O R Y
T h ere ’s a handy  tear-off o rder card a t the left. Ju s t tell us how m any 

RA C K S yo u’ll need and w e’ll do the  rest. No assem bling required . W hen 
your H A N D Y B O O K  R A C K  arrives, i t ’s ready to go to w ork. Price, ju s t 
$2 each, postpaid.

Available from  C  C  HN P r o d u c t s , Co m p a n y ,
B O O K S  B Y  M A I L

4 0 2 5  W . P E T E R S O N  A V E N U E ,  C H I C A G O  4 6 ,  I L L I N O I S
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Keeps Your Books in 
O n e  N eat P lace . . .

C C H ’s H A N D Y B O O K  RACK

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.

C C H : Send . . . .  C C H  H A N D Y B O O K  
R A C K S  a t $2 each, postpaid, returnable 
w ith in  15 days if n o t satisfied.

You M a y  A ls o W a n t :
. . . E Y E -S A V E R  R E A D IN G  E A S E L S  

a t $4.75 each, postpaid. (P ositions 
reference books a t  r ig h t read ing angle 
to  cu t look-up tim e and p revent eye 
s tra in .)

□  R em ittance herew ith
□  Send bill

S ig n a tu re  & T itle

F irm

A tten tion

S tre e t &  N um ber 650—390
C ity , Zone & S ta te  ................................................I f  ordering by le tter or purchase order, please attach this card.
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