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TO T H E  R E A D E R

F ood Protection Committee.— “ I n  a
t r u e  s p i r i t  o f  d e d ic a t io n  t o  p u b lic  s e r v 
ice , th e  s c ie n t is ts  w h o  s e rv e  o n  th e  
F P C  a n d  i ts  s u b s id ia ry  c o m m it te e s  (a s  
in d e e d  th o s e  o n  a ll o th e r  c o m m it te e s  in  
th e  N a t io n a l  A c a d e m y  o f S c ie n c e s —  
N a t io n a l  R e s e a rc h  C o u n c il)  h a v e , w i th 
o u t  b e n e f i t  o f  f in a n c ia l r e w a rd , s e rv e d  
d il ig e n t ly , fa i th fu l ly ,  a n d  o b je c t iv e ly  r e 
g a r d le s s  o f w h e th e r  th e y  a r e  e m p lo y e d  
b y  th e  g o v e r n m e n t ,  b y  a c a d e m ic  in s t i 
tu t io n s  o r  b y  in d u s t r y .” T h e s e  w o r d s  
o f  p r a i s e  a p p e a r  in  a  r e p o r t ,  b e g in n in g  
o n  p a g e  340, w h ic h  d e s c r ib e s  th e  a c t iv 
it ie s  o f  th e  F o o d  P r o te c t io n  C o m m itte e  
b y  th e  S c ie n tif ic  E d i to r  o f  th e  F ood 
D rug  C o s m e t ic  L a w  J o u r n a l , B ernard  
L . O ser.

M illing Industry H ighlights.— M . R .
S tep h en s, D ir e c t o r  o f th e  B u r e a u  o f 
E n f o r c e m e n t  o f th e  F o o d  a n d  D r u g  
A d m in is t r a t io n , d e c la re s  th a t  th e  g o a l 
o f  th 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 ic  A c t  is a  sa fe , w h o le s o m e  a n d  
h o n e s t ly  la b e le d  fo o d  s u p p ly . A c h ie v 
in g  th is  c o m m o n  g o a l o f  b o th  th e  m il l 
in g  in d u s t r y  a n d  th e  r e g u la to r y  o ffic ia l 
is  n o t  a n  e a s y  jo b . M r. S te p h e n s  p o in ts  
o u t  th e  p r o g r e s s  w h ic h  h a s  b e e n  m a d e  
in  th is  f ie ld  re c e n t ly .  T h i s  p a p e r  b e 
g in s  a t  p a g e  348.

Latin American F ood Code.— T h is  
m o n t h ’s J o u r n a l  c o n ta in s  C h a p t e r X I I ,  
“ N o n a lc o h o l ic  B e v e r a g e s  a n d  R e f r e s h 
in g  F o o d s  a n d  D r in k s ,” w h ic h  is  p a r t

o f th e  p r in te d  1960 e d it io n  o f  th e  C o d e . 
T h is  c h a p te r  w a s  t r a n s l a te d  f r o m  th e  
o r ig in a l  S p a n is h  b y  A n n  M . W o l f  o f 
N e w  Y o r k . T h i s  t r a n s l a t i o n  com m ences 
a t  p a g e  355. O th e r  p a r t s  o f t h e  C o d e  
h a v e  a p p e a re d  in  fo llo w in g  is su e s  of 
th e  J o u r n a l : O c to b e r ,  1960; F e b r u a r y ,  
1561; M a y , 1961; a n d  O c to b e r ,  1961.

Section 304(a).— T h e  b r o a d  s c o p e  o f 
th e  in te r s ta t e  in g re d ie n t  o f  S e c tio n  304 
( a )  o f th e  o f  th e  F o o d , D r u g  a n d  C o s 
m e t ic  A c t  is th o r o u g h ly  e x p lo re d  in  an  
a r t ic le  b y  N o rn m n  E . M atteon i, w h ic h  
a p p e a r s  o n  p a g e  380. M r . M a t te o n i  o b 
s e rv e s  t h a t  th e  d e c is io n  in  th e  P inocchio  
c a se  r e p r e s e n ts  a n  e v e r  b r o a d e n in g  in 
te r p r e ta t io n  o f w h a t  c o n s t i tu te s  in t e r 
s t a t e  c o m m e rc e .

Rem ington M edalist Announced.—
T h e  1962 R e m in g to n  H o n o r  M e d a l 
P r e s e n ta t io n  D in n e r  w ill b e  h e ld  o n  
T u e s d a y , D e c e m b e r  4, 1962 a t  th e
H o t e l  R o o s e v e l t  in  N e w  Y o r k  C ity , 
F ra n k  J. P o ko rn y , S e c r e t a r y  o f  th e  
N e w  Y o r k  C h a p te r  o f th e  A m e r ic a n  
P h a r m a c e u t i c a l  A s s o c ia t io n , r e c e n t ly  
a n n o u n c e d . T h e  R e m in g to n  M e d a l is t  
f o r  th e  y e a r  1962 to  b e  h o n o r e d  o n  th a t  
e v e n in g  w ill b e  H a rry  J. A n slin g er, 
U n i te d  S ta te s  C o m m is s io n e r  o f N a r 
co tic s . M r . A n s l in g e r  w ill b e  th e  
th i r ty - e i g h th  p e r s o n  to  b e  p re s e n te d  
w i th  th e  R e m in g to n  M e d a l, th e  h ig h e s t  
a w a r d  in  A m e r ic a n  P h a r m a c y  s in c e  its  
in c e p t io n  in  th e  y e a r  1919.
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Food-Drug Cosmetic law
--------------------------U Z& -------------------------------------------------

Activities of the
Food Protection Committee, 

National Academy of Sciences, 
National Research Council

By BERNARD L. OSER

The President and Director of the Food and Drug Re
search Laboratories, Inc., Bernard L. Oser, Delivered 
This Talk Before the Central Atlantic States Associa
tion of Food and Drug Officials on May 23, 1962 in 
New York, New York. Mr. Oser Is the Scientific Editor 
for the FOOD DRUG COSMETIC LAW JOURNAL.

DU R IN G  T H E S E  Y E A R S  O F  C E L E B R A T IO N  of the cente
nary  of the  Civil W ar, it behooves us to  rem em ber th a t it w as 

in A braham  L inco ln ’s adm in istra tion  th a t several landm arks were 
established in th e  h is to ry  of A m erican agricu ltu re  and science. T he 
W orld  Food F orum  held in W ash in g to n  earlier th is  m onth  m arked 
the hundred th  ann iversary  of the D ep artm en t of A gricu ltu re, of the  
L and  G ran t Colleges and of the  H om estead  Act. 1963 will be the 
centennial of the N ational A cadem y of Sciences w hich w as established 
by A ct of Congress to  advise the federal governm ent, upon request, 
on scientific and technical m atters. D uring  P residen t W ilson 's  ad 
m in istra tion , the A cadem y organized the N ational R esearch Council 
w ith  the cooperation of the m ajo r scientific technical and engineering 
societies. I ts  purpose is to  facilitate exchange am ong scien tists as a
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m eans of im plem enting th e ir  service to  governm ents. T he D ivision of 
B iology and A gricu ltu re  of the  A cadem y in 1940 appointed  the Food 
and N u tritio n  B oard w ith  au th o rity  to  act on its own in itia tive  or on 
request from  public or private  agencies.

F inally , to  come to  the  sub ject of the  p resen t discussion, the 
Food P ro tec tion  C om m ittee w as estab lished by  the Food and N u tr i
tion B oard  in 1950 for the purpose of prov id ing  scientific guidance 
and critical evaluation  for public agencies and for the industries 
concerned w ith  the  use of chem icals in the production , processing 
and packaging  of food.

Food Protection Committee Activities
T he  activ ities of the  Food P ro tec tion  C om m ittee are supported  

by annual con tribu tions from  food, chem ical and packaging  com panies 
and from  independent laboratories. G rants from  over 100' industria l 
o rgan izations exceed $50,000 per year. R epresen ta tives of the con
trib u tin g  com panies, to ge ther w ith  represen ta tives of scientific and 
technical societies, trade associations and various governm ent agencies 
com prise a L iaison Panel. H ow ever, w hile the  Food P ro tec tion  Com 
m ittee w elcom es the suggestions of the  panel, its ju dgm en ts and 
policies are, in the last analysis, arrived a t quite independently  and 
are sub jec t to  review  only by the  Food and N u tritio n  Board. T here 
are a t p resen t four subcom m ittees of the  Food P ro tec tion  C om m ittee 
w hich deal respectively w ith  food technology, toxicology, pesticides 
and carcinogenesis. T heir to ta l m em bership , including the  ten  on 
the p a ren t com m ittee, consists of 30' individuals w hose affiliations are 
as follow s: un iversities or m edical colleges, 12; governm ent agencies, 
9 ; industria l research  in s titu tes  and laboratories, 7 ; m edical research 
in stitu tes , 2.

In  addition  to  superv ising  the  activ ities of these subcom m ittees, 
the  Food P ro tec tion  C om m ittee has assum ed the  adm in istra tive  direc
tion of th e  recen tly  in aug ura ted  Food Chem icals Codex p ro jec t of 
w hich m ore later.

Scientific Symposium Sponsored by FPC
T he Food P ro tec tion  C om m ittee sponsors an annual m eeting  to 

w hich the  represen ta tives on the  L iaison P anel are invited. O n th is 
occasion business m eetings are held bo th  independently  and jointly by 
the  Food P ro tec tion  C om m ittee and th e  in du stry  panel. H ow ever, the 
“piece de resis tan ce” is a scientific sym posium  on som e special topic
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of cu rren t in terest, the m ost recen t one being devoted to  “P roblem s 
in T olerance S etting .” In  1960 the  topic w as “Science and  Food, 
T oday  and T om orrow ,” the  proceedings of w hich have since been 
published (N A S -N R C  P ublication  877).

T he activ ities of the  Food P ro tec tion  C om m ittee are best repre
sented by publications resu lting  from  the  deliberations of its sub
com m ittees. H ow ever no t all of its decisions are as w idely disseminated 
as m igh t be desired. F o r exam ple, w hen advice is sough t by the 
Food and D rug  A dm inistra tion  on a specific subject, the recom m enda
tions of the  Food P ro tec tion  C om m ittee or of a specially appointed 
ad hoc committee may be submitted in the form of a s ta tem en t w hich is 
generally  available on request bu t it m ay no t be published as a bulletin.

New Responsibilities for the National 
Academy of Sciences

An im p ortan t function of the  N ational A cadem y of Sciences has 
been assigned to  it by C ongressional enactm ent in the form  of recent 
am endm ents to  the  F ederal Food, D rug  and Cosm etic Act. T he 
am endm ents regu la tin g  the safe ty  of pesticide residues in raw  agricu l
tu ra l com m odities, and of color add itives in foods, d rugs and cosm etics 
provide for referral of certain  d ispu ted  issues to  ad hoc advisory 
com m ittees. O n the basis of an “ independent study  of the  data 
furn ished to  it by the Secretary  of H ealth , E ducation  and W elfare 
and o ther data  before it ,” the  com m ittee subm its a repo rt and 
recom m endations “ to gether w ith  all underly ing  data  and a s ta tem en t 
of the  reasons or basis for the  recom m endations.” Since the  m atters 
th a t have th us far, a t least, been referred  to the  N ational A cadem y of 
Sciences under these provisions, concerned toxicological questions 
w ith in  the  purv iew  of the Food P ro tection  Com m ittee, its m em bers 
have played a m ajo r role in o rgan izing and serv ing on these ad hoc 
adv isory  com m ittees.

I t  is in te restin g  to  note in passing th a t w hereas the  Pesticide 
Chem icals A m endm ent places no restric tion  on the n a tu re  of the 
scientific questions subm itted  for independent review , the  Color 
A dditives A m endm ent lim its it to  the area of alleged cancer-inducing 
agents. S trangely  enough, the  Food A dditives A m endm ent w as 
enacted w ith o u t provision for independent appraisal of scientific 
issues by an ad hoc com m ittee, th is despite the  fact th a t the  recom 
m endations of such com m ittees are no t b ind ing on the adm in istra tive  
agency and, w hen necessary, are sub ject to  fu rth e r judicial review .
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Published Reports of Great Interest
As indicated above, the activ ities of the  Food P ro tection  Com

m ittee are seen in best perspective th ro ug h  ‘its published reports. 
Some of these cover areas of advancing know ledge and are of such 
broad in terest as to  have justified a second review . R eference will be 
m ade here only to  the la tte r  reports. A m ong these is N ational 
A cadem y of Sciences— N ational R esearch Council Pub lication  470 
(N ovem ber, 1956) entitled  “Safe U se of Pesticides in Food Produc
tion,” w hich discusses the  need and use for new pesticides, problem s 
of po ten tial hazard  to  anim als and m an, the steps involved in devel
oping, evaluating  and m ark etin g  new  pesticides, and the analytical 
and toxicological aspects of regu la to ry  control.

S im ilarly, revision of an earlier report appeared in D ecem ber, 
1959 under the  title  “ P rincip les and P rocedures for E va lua ting  the 
S afety  of Food A dditives” (N A S-N R C  Publication  750). Incidentally , 
a food additives is here defined in sim ple positive language, in contrast 
to  th a t em ployed in the  Food, D ru g  and Cosm etic A ct, nam ely as “a 
substance or a m ix ture  of substances, o ther than  a basic food stuff, 
w hich is p resen t in food as a resu lt of any  aspect of production , 
processing, sto rage, or packaging .” T h is repo rt outlines in general 
term s the  types of studies em ployed in evaluating  the  safe ty  of food 
additives. T he recom m endations correspond closely to  the procedures 
described in g rea te r detail in the publication  of the  Food and D rug  
A d m in istra tion  D ivision of Pharm acology , “A ppraisal of the  Safety 
of Chem icals in Foods, D rugs and Cosm etics.”

Legislation Concerning Carcinogens
As we all know , the  fears and doub ts engendered in the  m inds 

of the  public have been reflected in specific legislation ou tlaw ing even 
suspected carcinogens as residues in or additives to  food. H ence 
special consideration  has been given by the F P C  to th is  high ly con
trov ersia l topic.

Subcommittee Report on Carcinogenesis
T he repo rt on “Problem s in the  E valuation  of C arcinogenic 

H azard  from  U se of Food A dditives” (N A S-N R C  P ublication  749, 
D ecem ber, 1959) represen ts a m ajo r achievem ent of the  Subcom 
m ittee on Carcinogenesis, despite the fact th a t its  conclusions, like 
th e  know ledge upon w hich they  are based, are som ew hat vague and
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equivocal. T he repo rt considers the problem s of benign versus m alig
nan t tum ors, w eak versus s tro n g  carcinogens, spontaneous versus 
induced tum ors, and experim ental versus epidem iological observations. 
I t  also stresses the experim ental and in te rp re ta tive  precau tions which 
m ust be observed in the evaluation  of carcinogenity  in laborato ry  
anim als. T he  report concludes th a t a “no-effect” level of carcinogens 
exists for m an as well as for lab o ra to ry  anim als b u t ow ing to  difficulties 
of extrapolation  betw een species, “T he assignm ent of a to lerance 
level, or a safe level of use for m an . . . m ust a t p resen t rest 
largely  on the evaluation of a lte rn a te  risks and values w hich usually  
cannot be expressed in qu an tita tive  te rm s.” T his, it w ill be noted, does 
no t deny the possib ility  of assign ing  to lerance levels for useful, even 
though  carcinogenic, substances.

As a member of the Joint Food and Agriculture O rganization/W orld 
H ea lth  O rgan ization  E x p ert C om m ittee I can say th a t th is report 
of the Food P ro tec tion  C om m ittee has provided m uch valuable guid
ance and in form ation in the  prepara tion  of its docum ent on the sam e 
subject, published in 1958.

“ Green Book” Served Valuable Purpose
In  1956 the  F P C  published its  fam ous (though  now obsolete) 

“ Green B ook” on “T he  ETse of Chem ical A dditives in Food Processing” 
(N A S-N R C  P ublication  398). I t  included a com pilation of the chem i
cal substances generally  know n to  be used in food processing, listed 
according to  functional categories. T he tabu la tion  indicated w here 
these uses are perm itted  by  official definitions and standards of 
identity , and w hether or no t under lim itations as to  am ount or use. 
P a r t I of th is tw o-part report described the technological justification 
for the  use of chem ical substances (m any of them  being of natural 
o rig in). F ac ts  developed subsequen t to  the  passage of the  Food 
A dditives A m endm ent of 1958 show ed th a t the “Green Book” listing  
w as hopelessly incom plete. N evertheless it has served a valuable 
purpose in encourag ing  in du stry  to  do vo lun tarily  w h a t has since 
becom e m andatory , nam ely, to  reveal trade practices w ith  respect 
to  chem ical add itives to food, w hich h ith erto  have been regarded  as 
secret.

T he disclosure of a m ultitude of in ten tional and nonin ten tional 
food additives th ro ug h  the publication of so-called GRAS lists by 
bo th  the  Food and D ru g  A dm in istra tion  and in du stry  (particu larly  
the F lav oring  E x tra c t M anufactu rers A ssociation), and the  publica
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tion of food additive extensions and regulations, has em phasized the 
need for a com plete revision of th e  “G reen B ook” w hich is now in 
progress. In  view of the frequen t changes or extensions in the  list 
of perm itted  food additives as reported  from  day to  day in the Federal 
Register, it may be quite som e tim e before a “com plete” list w ill be 
ready for publication. H ow ever, in the m eantim e, the  F P C  has issued 
an up-to-date report on “T he U se of Chem icals in Food P roduction , 
P rocessing , S torage, and D is trib u tio n ” (N A S -N R C  Publication  887,
1961) w hich is a substan tia l expansion of P a r t  I on functional value 
orig inally  published in the  “ Green Book.”

In  addition to  these reports  on general principles and policy, 
the Food P ro tec tion  C om m ittee has issued sta tem en ts  on m ore specific 
sub jects a t the request of e ither th e  In d u s try  L iaison P anel or the 
Food and D ru g  A dm inistra tion . F o r exam ple a s ta tem en t on “In 
significant Levels of Chemical A dditives in F ood” (published as an 
appendix to  N A S-N R C  P ublication  750 cited above) a ttem p ts  to 
resolve the dilem m a created  by the “zero to lerance” concept w here 
the presence of a chem ical substance m ay be analytically  dem onstrable 
th ou gh  toxicologically inconsequential. “In  such instances,” the s ta te 
m ent concludes, “regu la to ry  action is no t requ ired .” M any segm ents 
of the  food indu stry , I am  sure, devoutly  w ish th a t F D A  w ould m ore 
liberally  heed th is advice.

Pesticide Residues In Milk
A n other case in po in t is the  s ta tem en t of the Food and N u trition  

B oard circulated  in Septem ber, 1960 on “T olerances for Pesticide 
R esidues in M ilk.” T h is sta tem en t, based on a review  by the  Food 
P ro tec tion  C om m ittee concludes w ith  the opinion “ th a t the present 
policy th a t only zero to lerances for pesticide residues in m ilk can be 
perm itted  is no t scientifically justified .” A m ong the reasons advanced 
by th e  B oard  in support of th is  view, the  follow ing m ay be of interest:

T h e r e  is n o  e v id e n c e  o r  r e a s o n a b le  b a s is  f o r  p r e s u m in g  th a t  e x t r e m e ly  s m a ll  
r e s id u e s  o f p e s t ic id e s  in  m ilk  a r e  p e c u l ia r ly  h a z a rd o u s  f o r  th e  in fa n t . I n  a n y  
e v e n t , a t  a  fe w  w e e k s  o r  m o n th s  o f a g e , th e  in fa n t  is  g iv e n  fo o d s  th a t  m a y  c o n 
ta in  re s id u e s  o f  p e s t ic id e s .  T h e s e  re s id u e s  a r e  d e e m e d  sa fe . I t  is u n s c ie n tif ic  to  
in s is t  th a t ,  in  o r d e r  to  b e  s a fe  fo r  in fa n ts ,  c o w ’s m i lk  m u s t  b e  a b s o lu te ly  f r e e  o f 
re s id u e s  o f p e s tic id e s  p e r m i t te d  in  o th e r  fo o d s .

Scope and Intensity of FPC Activity
F u rth e r  evidence of the  scope and in ten sity  of ac tiv ity  of the  

Food P ro tec tion  C om m ittee m ay be seen in reports  it has issued on
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m ore narrow ly  defined subjects, including critical evaluation  of data 
on the safety of specific substances or classes of substances. E m ulsi
fiers have been sub jected to careful scru tiny . I ts  report of 1958 on 
“T he Safety of P olyoxyethylene 8 S teara te  for U se in F oods” followed 
a previous evaluation  based on less volum inous data. I t  concluded 
th a t the use of th is em ulsifier a t levels con tribu ting  no m ore than
0.05 per cent to  the  hum an diet w ould be safe. Some tim e earlier an 
F P C  com m ittee a fte r review ing the facts concern ing the ingestion  of 
su rfac tan ts  reached the conclusion th a t surface activ ity  per se could 
not be assum ed to  m ilitate  against th e ir presence in foods, each such 
substance hav ing  to  be assessed on its own m erits as revealed in 
toxicological studies.

T h is account of the  ac tiv ity  of the F P C  w ould be incom plete 
w ith ou t reference to  w hat m ay prove to  be its m ost am bitious 
undertak ing . I t  has long been felt to be necessary and in fact inev
itable, for regu la tin g  the safe use of chem icals in food production  and 
processing, to  develop specifications for th e ir  id en tity  and pu rity , 
com patible w ith  th e ir  usage. In  suppo rting  th is view  I once had the 
tem erity  to  propose a nam e for such a com pendium , in analogy w ith  
“pharm acopeia” for drugs, nam ely, “brom atopeia .” W hile th is died 
an early (perhaps w ell-deserved) death the idea did n o t; in fact it 
derived increasing sup po rt both dom estically  and from  abroad. 
R ecognizing the need for long-term  financial back ing for th is un der
tak ing, as well as for independent scientific guidance, industrial rep re 
sen tatives on the L iaison Panel urged  the Food P ro tection  Com m ittee 
to assum e adm in istra tive  supervision of th is project. U pon careful 
prelim inary  study , it was estim ated  to require a t least five years of 
effort and an estim ated to ta l budget of $500,000. T he pro ject has 
received a $50,000 per year g ran t from  the U nited  S ta tes Public H ealth  
Service and expects to ob tain  an equivalent sum  from  industry . An 
organ ization  and staff w ere estab lished in 1961 under the direction 
of D r. Ju s tin  L. Pow ers, to ge ther w ith  an advisory panel and a 
chem istry  com m ittee. T h u s th is long aw aited m ove appears to  have 
go tten  off to a good sta rt. A brochure ou tlin ing  the ob jectives and 
program  of the Codex pro ject has ju s t been m ade available.

Tribute to FPC
In  conclusion, I should like to point out th a t it has been m y 

privilege to  function in a m ultip le capacity  in relation to  the F P C . 
I am  a m em ber of its  Subcom m ittee on Food T echnology and represent
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m y ow n organ ization  as a con tribu ting  m em ber of the In d u s try  
L iaison Panel. I also  represen t th e  A m erican P ublic  H ea lth  A ssocia
tion  and the A m erican Council of Independen t L aboratories on the 
Panel. F rom  these van tage po in ts I am  pleased to  cite the  F P C  as an 
exam ple of how  m uch can be accom plished in the  public in te res t by 
the- collaborative effort of w ell-m entioned scien tists concerned w ith  
public safety. In  a tru e  sp irit of dedication to  public service, the  
sc ien tists w ho serve on the F P C  and its  subsid iary  com m ittees (as 
indeed those on all o ther com m ittees in th e  N ational A cadem y of 
Sciences— N ational R esearch Council) have, w ith ou t benefit of finan
cial rew ard, served diligently , faith fu lly , and objectively regardless 
of w h eth er they  are em ployed by the  governm ent, by academ ic 
in stitu tion s or by industry .

I consider it an  honor to  have had the  o p po rtun ity  to  p resen t 
th is  report on the  activities of the  Food P ro tec tion  Com m ittee.

[The End]

SEIZURE OF “ PEP PILLS" ANNOUNCED
S e iz u re  o f s o m e  12,000 a m p h e ta m in e  ta b le t s  f r o m  a  P e n n s y lv a n ia  

p h y s ic ia n  o n  c h a rg e s  o f il le g a l u se  w a s  a n n o u n c e d  o n  J u n e  IS , 1962 b y  
th e  F o o d  a n d  D r u g  A d m in is t r a t io n .

U n i te d  S ta te s  m a r s h a ls  s e iz e d  th e  “p e p  p i l l s ”  in  th e  o ffice o f th e  
p h y s ic ia n  o n  J u n e  6. F D A  s a id  a n a ly s is  s h o w e d  th e y  w e re  10 m il l ig ra m  
d l- a m p h e ta m in e  s u lf a te  ta b le t s .  T h e  s e iz u re  fo llo w e d  an  in v e s t ig a t io n  
a n d  p u r c h a s e  o f 10,000 a m p h e ta m in e  ta b le t s  f r o m  th e  p h y s ic ia n  b y  a n  
F D A  in s p e c to r ,  th e  a g e n c y  sa id .

A m p h e ta m in e  ta b le t s  a r e  in  th e  p r e s c r ip t io n  d r u g  c a te g o ry  a n d  ca n  
b e  d a n g e ro u s  b e c a u s e  th e y  s t im u la te  c o n t in u e d  a c t iv i ty  b e y o n d  th e  p o in t  
o f e x h a u s t io n , e l im in a t in g  th e  p r o te c t iv e  e f fe c ts  o f fa t ig u e  a n d  d r o w s i
n e s s , F D A  sa id . T h e  r e le a s e  o f in h ib i t io n s  p ro d u c e d  m a y  le a d  to  e r r o r s  
in  ju d g m e n t ,  d a n g e ro u s  d r iv in g  a n d  o th e r  e f fe c ts .

P a p e r s  f iled  in  th e  fe d e ra l  d is t r ic t  c o u r t  in  P i t t s b u r g h ,  P e n n s y lv a n ia  
c h a rg e d  th e  ta b le t s  a r e  m is b r a n d e d  u n d e r  th 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 ic  A c t  b e c a u s e  th e i r  la b e l in g  fa ils  to  b e a r  a d e q u a te  d ire c t io n s  fo r  
u se . F D A  f u r t h e r  c h a rg e d  t h a t  th e  p r e s c r ip t io n  ta b le t s  a r e  n o t  e x e m p t 
f r o m  b e a r in g  a d e q u a te  d ir e c t io n s  fo r  u se  b e c a u s e  th e  a g e n c y ’s in v e s t ig a 
t io n  s h o w e d  th e y  w e re  n o t  a n d  w ill n o t  b e  u se d  b y  th e  p r a c t i t io n e r  in  
th e  c o u rs e  o f h is  p ro fe s s io n a l  p ra c t ic e .
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Enforcement Highlights 
in the Milling Industry

By M. R. STEPHENS

This Paper W as Presented at the 1962 Association of O p
erative Miller’s Technical Conference at Denver, Colorado 
on May 15, 1962. The Author Is Director of the Bureau 
of Enforcement of the Food and Drug Administration.

I T  IS  A P L E A S U R E  to be here today  to  rep resen t the  Food and 
D rug  A d m in istra tion  in th is  jo in t conference aim ed a t ensuring  

the  consum ing public safe, w holesom e and properly  labeled m illed 
cereal products.

T he  g rea t ju ris t, th e  late Judge L earned  H and, once said :
. . .  a  la w  c o u c h e d  in  g e n e ra l  te rm s , prima facie  in c lu d e s  a ll o c c a s io n s  th a t  

th e  w o r d s  c o v e r , a n d  th e r e f o r e  p re s u p p o s e s  a  c h o ic e  o n  e a c h  o c c a s io n  b e tw e e n  
s o m e  v a lu e  to  b e  a t ta in e d  a n d  s o m e  sa c r if ic e  to  b e  a c c e p te d .1

Clearly from  the  s tandpo in t of th e  F ederal Food, D rug, and 
Cosm etic A ct the  “value to  be a tta in e d ” is a safe, w holesom e and 
honestly  labeled food supply. W hile  any  regulation  is onerous at 
tim es we believe your in d u stry  subscribes to  the  proposition th a t the 
gain for the  public good from  legislation of th is b road area is such 
th a t the  burden  of com pliance is no t inord inately  grea t. H ow ever, it 
is no easy task  th a t confron ts the  m illing in du stry  and the  regu la to ry  
official in achieving th is com m on goal.

T here  are several facets to  it. W hile  yo u r afternoon session 
today  is d irected a t san ita tion  problem s, w ith  your indulgence I would 
like to  touch  on a few  of th e  o ther areas in the  m illing business th a t 
are also of real concern to  consum ers and w ith in  the  realm  of our 
m utual in te rest and responsibility.

1 L e a r n e d  H a n d ,  The Bill o f Rights.
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Increased Facilities Insure Greater Protection
A s you know, the Food and D ru g  A dm inistra tion  has been given 

m ore enforcem ent facilities w ith in  the  past few years. Consequently 
w e have been able to  expand ou r activ ities in to  areas w hich for a 
num ber of years had  to  be p re tty  m uch neglected because of the 
h igh er p rio rity  of o ther po ten tia l violations. I speak specifically of 
the  m a tte r  of the  accuracy of ne t w eigh t sta tem en ts  and the m anner 
in w hich net w eigh t sta tem en ts  and o ther m andatory  in form ation is 
show n in the  labeling.

1958 Survey of Flour Milling Industry
Y ou will recall th a t follow ing reports  from  consum er groups and 

o thers of sho rt w eigh ting  on foods generally  and flour specifically, 
the Food and D ru g  A dm in istra tion  in late 1958 m ade a survey  of the 
flour m illing in du stry  to  gain some firsthand inform ation in o rder to 
evaluate the  charges. Som e 68 m ills of different sizes located in 24 
s ta tes  w ere v isited and th e ir  p roducts w eighed a t po in t of packing. 
N inety-four lo ts of flour w ere w eighed of w hich 19 lots w ere slightly  
below  the s ta ted  w eigh ts and one lo t w as seriously sho rt w eigh t to  
the ex ten t of 5 per cent. N one of the sho rtages could be excused on 
the  g rounds of m oisture losses a fte r packing, since th ey  w ere all 
w eighed im m ediately follow ing packing.

T he Special F lo u r C om m ittee of the N ational Conference on 
W eig h ts  and M easures for 1959 in its repo rt no ted  th a t ou r survey 
resu lts  w ere consisten t w ith  the  resu lts  of a survey by W eigh ts  and 
M easures officials in 1955, and observed, “T he m a tte r  of correct 
w eigh ts in packages of flour has been a  troublesome problem to weights 
and m easures officials for m any years .”

Few Cases of Short Weight Flour
W h eth e r as a resu lt of the  publicity  of those surveys, w h eth er 

because of increased regu la to ry  a tten tion  on various fronts, o r whether 
because of all the general public ity  being given to packaging now adays, 
of th ousands of sam ples of various foods collected at random  in the 
m arket place in our m ost recen t survey we have no t encountered  an 
actionable lo t of sh o rt w eigh t flour. As you, of course, know, all our 
net w e igh t w ork on flour is based on the  philosophy th a t a bag  of 
flour shall be full w eigh t and m eet th e  m oisture requirem ent of its 
id en tity  stan dard  w hen shipped, and th a t loss in w eigh t follow ing 
shipm ent a ris in g  ou t of the  d ry ing  ou t of the  flour is no t a significant
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violation in term s of consum er protection. W e have been able to  
devise no b e tte r  practical approach for checking in te rs ta te  practices, 
b u t a t the  sam e tim e w e fully recognize th a t our approach is no t a 
feasible one for our cou n terp arts  a t th e  s ta te  and city  level. In  the 
in te res t of un iform ity  I w ish I could offer a ready solution to  th is 
troublesom e aspect of net w eigh t w ork, b u t I am  not able to  do so.

‘‘Bleached ” Flour and Misbranding
On o ther m atte rs  of m isbrand ing  such as prom inence and con

spicuousness of m andatory  inform ation, w e believe as the  resu lt of 
some ac tiv ity  a few years ago, the  w ord “bleached” has go tten  up ou t 
of the  folds of the  bo ttom  of th e  bag, and th a t apparen tly  for the  
m ost pa rt o ther m andato ry  in form ation is being  show n satisfactorily . 
H ow ever, w e have recen tly  m ade som e seizures of flour on a m is
b rand in g  charge involving the  use of supplies of bags w hich falsely 
s ta ted  the flour w as m illed by a know n defunct mill.

In  th e  field of id en tity  standards, as you know , there  w as a recent 
am endm ent to  the flour s tan dard  and a to lerance regula tion  prom ul
gated  under the  Food A dditives A m endm ent recognizing th e  use of 
acetone peroxides as a bleaching agent.

In  the field of enriched flour we continue to  run  in to  occasional 
sam ples w hich show the  lot to  be below th e  enrichm ent level required. 
T here  have been som e seizures and a few prosecu tions, including som e 
p ersis ten t violators. F o r exam ple, note th is  language in a recent 
request for the  filing 'of a crim inal case against a mill and its presiden t 
and its head m iller :

T h e i r  p a s t  h is to r y  o f s e iz u re s , w a r n in g s ,  a n d  p ro s e c u t io n s  re f le c ts  a  la c k  o f 
r e s p e c t  f o r  th e  le g a l r e q u ir e m e n ts  th a t  a p p ly  to  th is  b a s ic  c o m m o d i ty  w h ic h  is 
w id e ly  u s e d  a n d  g e n e ra l ly  r e c o g n iz e d  a s  a  p r im e  s o u rc e  o f e s s e n t ia l  v i ta m in s  a n d  
m in e ra ls  in  th e  d a ily  d ie t . . . .  I t  is  c le a r  t h a t  th e s e  v io la t io n s  a r e  n o t  th e  r e s u l t  
o f  a  m o n e ta r y  la p s e  b u t  a r e  th e  r e s u l t  o f o p e ra t io n s  c o n d u c te d  in  a  c a re le s s  a n d  
h a p h a z a r d  m a n n e r  a n d  w i th  l i t t l e  r e g a r d  fo r  th e  c o n s u m in g  p u b lic .

The Threat of Adulterated Wheat
Of param ount in te rest to  th e  consum er is the safe ty  of his food 

supply. L ikew ise it has h ighest p rio rity  w ith  the  m iller and the  reg u 
la to ry  official. W e are concerned w ith  ou r continued finding of pink 
w heat in cars of w h eat in tended for flour mills. In  spite of all the 
publicity , your rejection  of cars, and our regu la to ry  activities, these 
cars of p ink w heat continue to  show  up. W e are seizing several a
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year. O ver the  p ast six years we have seized approxim ately  50 car 
and truck  loads. F o r  every car of “pink w h ea t” we locate and rem ove 
from  the  m arket how m any undetected  cars of trea ted  w heat are never 
spo tted  because th e  poisonous seed trea tm en t m aterial is uncolored? 
W e do no t know , bu t are now  using  som e new  techniques w hich we 
hope will give us m ore facts in th is area. W e believe quite strong ly  
th a t if the  public is to  be protected  against th is practice, all poisonous 
seed trea tm en ts  in tended for app lication to  food seeds for seed p u r
poses should be d istinctly  colored so th a t the trea tm en t can be detected 
w ith  the  eye of th e  ord inary  individual ra th e r th an  hav ing  to  look for 
the “needle in the  h ay stack ” th ro ug h  the  use of slow, laborious, 
chem ical or bacteriological lab o ra to ry  m ethods. T h rou gh  d istinct 
coloring, th ro ug h  a lertness of g rad ing  officials and m illing people, 
backed up by a s te rn  regu la to ry  a ttitu de , we should be able to  break 
up th is  very  bad practice of b lend ing  excess trea ted  seeds back in to 
w h ea t in tended  for food. W hile  the actions of necessity  have been 
against adu lte ra ted  w heat, if we encoun ter situations w here crim inal 
liability of firms and individuals for such violations can be dem onstra ted  
w e w ill b rin g  crim inal cases.

T h e  m illing in du stry  has no food additive problem s on d irect addi
tives. Y ou do have po ten tia l problem s a rising  ou t of the  use of w h eat 
or o th e r g ra in  con ta in ing  excessive pesticide residues.

I am  sure you all are fam iliar w ith  the  food additive to lerances 
on hydrogen  cyanide, inorganic brom ide in flour, and the  pesticide 
to lerances for a num ber of o ther substances used on w h eat as sto rage 
fum igants. I shall n o t enum erate  them  here. W e have seized a few 
cars of flour over th e  past years because of the  presence of excessive 
residues of inorganic brom ides and I recall a car of w heat seized 
because of excessive residues of hydrogen  cyanide.

Protection From “ Hidden Dangers"
H ow  does th e  m ill p ro tec t itself from  these “hidden dan gers” ? 

F irs t of all, th ro ug h  continued alertness on the p a rt of your employees 
w ith  responsib ility  in th is  a rea ; and secondly by rem em bering th a t 
the  Food and  D rug  A dm in istra tion  is ju s t as close to you as your 
telephone. W e  w ill be glad to  help you resolve any  question of 
reasonable doub t about the  legality  of in te rs ta te  w heat offered you by 
co llecting  and exam ining sam ples of suspect lots if you will b rin g  such 
lo ts to  our a tten tion  along w ith  the facts th a t lead you to  believe the 
lo ts m ay be violative.
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Dangers of Filth and Insanitation
N ex t in order of p rio rity  to  all of us come the  m a tte rs  of filth 

and in san ita tion—m atte rs  w hich m ay no t necessarily  be dangerous 
b u t w hich are rep u g n an t to  people generally .

R odents, b irds and insects are still the  p rim ary  con tribu to rs  to 
in san ita tion  in food handling  and processing plants. And if you have 
been follow ing the  reports  of regu la to ry  actions of late, you have 
found these p redato rs are no respecters of firm s or persons.

W hile the  old P u re  Food L aw  of 1906 had the proh ib ition  against 
filth and decom position, it was only a fte r  the passage of the 1938 law 
th a t we could deal effectively w ith  m atte rs  of insanitation . D u ring  
th is  q u a rte r cen tu ry  period we have found it necessary to  b rin g  in to 
cou rt a p re tty  rep resen ta tive  cross section of the  m illing industry . 
A nd it is in te restin g  to  note th a t one th in g  m any of those w ho have 
been in troub le  have had in com m on w as an old-fashioned, poorly 
designed, delapidated  mill, and th a t the  firms continued to  pour m ore 
and m ore m oney “dow n the  ra t hole” in an effort to correct a funda
m entally  bad situation . O ften there w as little  dem onstrable resu lt 
o ther th an  “pav ing  the  road to  the  court house” th ro ug h  p rocrastina 
tion in cleaning up the bad situation .

Considerable Progress In Sanitation
L et me hasten  to  say, how ever, th a t on th e  w hole the san itation  

p ic tu re  in the  grain  and m illing in du stry  is a b rig h t one. D espite the 
fact th a t we have had th is reg u la r sprink ling  of seizures of filthy 
w heat, and in junctions and prosecutions of m ills and responsible 
officials for bad opera ting  conditions, real progress has been m ade 
th ro ug h  the  com bined efforts of the grain  and m illing industry , s ta te  
and federal service and regu la to ry  agencies. If you pause long 
enough to  recall the  conditions 25 or 30 years ago you will see w h at 
I m ean. Also, le t me rem ind you th a t the  situation  will no t rem ain 
static. If you continue yo u r efforts fu rth e r progress w ill be made. 
If you stop, th e  s ituation  will im m ediately deteriorate .

T here  are those  w ho feel th a t the  Food and D ru g  A dm inistra tion  
is today im posing a m ore rigid rule of san ita tion  than  form erly. W e 
th in k  not. T he  legislative h is to ry  of the san itation  requirem en t of 
the law clearly shows it w as in tended th a t “reasonable standards of 
cleanliness” be im posed. T he  im possible w as no t an tic ipated  then nor 
expected now  in our san ita tion  program . T he conditions ou tlined by
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the  inspector in the  F orm  483 w hich he gives you a t the  end of his 
inspection will reveal those s itua tions he believes do no t m eet the  rule 
laid dow n in the  law.

Careless Use of Dangerous Pesticides
A serious collateral aspect of san ita tion  p rogram s is th e  danger 

of the  careless use of pesticides or rodenticides. T h is  m ay come about 
th ro ug h  carelessness of your ow n staff or it m ay arise ou t of the 
carelessness or ignorance of outside people or firms perform ing 
services for you.

I th ink  you w ill be in terested  in a recent case involving an 
ex term in ato r com pany. A firm engaged in the business of prov id
ing  ex term in ato r services to w arehouses and m ills used “ 1080” as a 
p a r t if its roden t con trol p rog ram  and in our opinion used it care
lessly. In  considering our request for an in junction  the court 
empaneled a ju ry  to  advise him  on the m atter. T w o special issues 
w ere raised by  th e  judge w ith  the ju ry . B oth in essence asked 
w h eth er from  the  evidence it could be found th a t, unless p revented  
by the  court, th ere  w as a “reasonable possib ility” the defendant m ay 
con tam inate  food w ith  “ 1080.” T he  ju ry  th o u g h t so and the  court 
enjoined the firm against fu rth e r careless use of the  h igh ly  toxic 
m aterial. So the  court in th a t language estab lished the  rule of con
duct to  be followed in using  poisonous m aterials around a food supply.

Clean Equipment For Transportation
T he  collateral issue of the  responsib ility  of the transp o rta tion  

com panies as against th a t of the m ills for the  cleanliness of equ ipm ent 
fu rn ished  for the shipm ent of food is still w ith  us. W e w ere glad to 
no te  th a t th is  problem  w as one of the m ain considerations of your 
A ssociation of O perative M iller’s San itation  Com m ittee in its  annual 
repo rt last year. I know  from  m y conversations w ith  the then  chair
m an and o thers th a t th is  problem  is still being  given a lo t of attention. 
A h igh ly  com plex factual and legal situa tion  is involved here w hich 
m akes the  question  of regu la to ry  action against the  transp o rta tion  
com pany a very  difficult one. If and w hen we have a factual situation  
th a t looks sa tisfac to ry  w e are w illing  to  te s t the law  and we in tend 
to  do so. In  the  m eantim e your technical group m ust exercise g rea t 
care to  see th a t th e  fum igation  of infested cars loaded w ith  flour is 
carefully  carried ou t so there  will be no “reasonable possib ility” of 
illegal residues.
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F rom  tim e to  tim e w e are asked about the  legal responsib ility  of 
the  mill th a t  in s tru c ts  th e  consignee to  re tu rn  a car of insect or rodent 
infested flour to  the po in t of origin. If th is re tu rn  to  the  m ill involves 
the in te rs ta te  sh ipm ent of an  obviously violative article, w e cannot 
agree to  it. Such a  sh ipm ent could conceivably involve bo th  the 
consignee w ho resh ipped th e  car and the mill th a t ordered or authorized 
him  to  do so. I t  is a question of fact in each case. T he  federal food 
law  not only proh ib its the  com m ission of certain  acts, such as the  
in te rs ta te  sh ipm ent of adu ltera ted  and m isbranded articles, b u t also 
proh ib its the  causing of such prohib ited  acts. T h is  is obviously a 
broad sanction w hich m ay lend itself to  a v a rie ty  of situations.

T he sam e m ay be tru e  of the  mill th a t re jects a violative car of 
gra in  and then  upon in struc tion s of the e levato r resh ips it in in te rs ta te  
com m erce. A d ultera ted  foods are con traband  and the  law  in tends 
they  be kep t ou t of the  channels of com m erce irrespective of the 
m otives of those w ho w ould in troduce them .

In  closing I w ould rem ind you and caution you th a t nu tritional 
quackery is on the  m arch in th is  country . I t  has becom e a billion 
dollar business and I reg re t to  say th a t it has m oved to  a considerable 
ex ten t from  the  cam p of the  “fly by  n ig h t” operator in to th e  p re
ten tious su rround ings of w h at we like to  th in k  of as responsible 
industry . So far as I am  aw are your in du stry  has no t fallen prey  to 
th is kind of prom otion, and I u rge you to  be on the  look-out to  see 
th a t you do no t perm it yo u r p roducts to  g e t on th is  m erry-go-round 
th a t gets the  consum er no-w here and w ould “g a in” for you no th ing  
b u t trouble.

A few years ago a Com m ittee of the  Council of the A m erican 
A ssociation for A dvancem ent of Science m ade th is cogent observation 
in one of its  repo rts  :

F o r  n e a r ly  tw o  d e c a d e s  s c ie n t is ts  h a v e  v ie w e d  w ith  g ro w in g  c o n c e rn  th e  
t r o u b le s o m e  e v e n ts  t h a t  h a v e  b e e n  e v o k e d  b y  th e  in te r a c t io n  b e tw e e n  s c ie n tif ic  
p r o g r e s s  a n d  p u b lic  a f fa irs . W i t h  e a c h  a d v a n c e  in  o u r  k n o w le d g e  o f  n a tu r e ,  
sc ie n c e  a d d s  to  th e  a l r e a d y  im m e n s e  p o w e r  th a t  th e  so c ia l o r d e r  e x e r ts  o v e r  
h u m a n  w e lfa re . W i t h  e a c h  in c r e m e n t  o f p o w e r , th e  p ro b le m  o f d i r e c t in g  i t s  u se  
to w a r d  b e n e fic ia l e n d s  b e c o m e s  m o re  c o m p le x , th e  c o n s e q u e n c e s  o f  fa i lu re  m o re  
d i s a s t ro u s  a n d  th e  t im e  fo r  d e c is io n  m o re  b rie f .

T his then  is the  challenge th a t confron ts you as one of the  m ajo r 
food industries of our g rea t country . The. realistic  and objective 
approach th a t has been characteristic  of yo u r in du stry  in dealing  w ith  
problems in the past should serve you well in the days ahead. [The End]
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LATIN AMERICAN FOOD CODE: CHAPTER XII

Nonalcoholic Beverages and 
Refreshing Foods and Drinks

The Following Chapter XII of the Latin American Food Code W as Translated 
from the Original Spanish by Ann M. Wolf of New York. The English Transla
tion of the Introduction to the Code by Carlos A. Grau and the Index Were 
Published in the October, 1960 Issue of the FOOD DRUG COSMETIC LAW 
JOURNAL; the Translation of Chapter IV (Utensil, Receptacles, Containers, 
Wrappers, Machinery and Accessories) Appeared in the February, 1961 
Issue, the Translation of Chapter X (Sugar and Sugar Products) W as Pub
lished in the May, 1961 Issue; and the November, 1961 Issue Contained 
the Translation of Chapter XVI (Correctives and Improving Agents— Additives).

CHAPTER XII.— NONALCOHOLIC BEVERAGES AND 
REFRESHING FOODS AND DRINKS

Waters

A rtic le  413—T he term  “potable water” m eans any w a te r w hich is 
su itable for d rin k in g  and dom estic purposes. P o tab le  w ate r shall be 
colorless, clear, odorless, p leasant to  the  taste , and aerated. T o d e te r
m ine the  po tab ility  of the  w ate r of a certain  area, the w a te r  na tu ra lly  
occu rring  in th e  sam e shall be taken as a basis. T he  bacteriological 
exam ination  shall no t disclose the presence of pathogenic bacteria. 
T he ra tio  betw een  th e  count on gelatine p lates at 22° C. and on agar 
p la tes a t 37° C. shall be 10 o r m ore to  1, and 100 ml. of w a te r  m ay 
con tain  a lto g e th er up to  2 bac teria  of the B. coli group, bu t no 
coliform  bacteria  of fecal origin. T he  chem ical analysis shall no t 
disclose m ore th an  5 p.p.m. of zinc (Zn) ; 1.2 p.p.m. of fluoride (F ) ;
0.5 p.p.m . of lead (P b ) ; 0.5 p.p.m . of vanadium  (V ) ; 0.3 p.p.m. of 
iron  (F e ) ; 0.2 p.p.m . of arsenic (A s), copper (C u), and m anganese 
(M n). P o tab le  w ate r m ay contain salts in a to ta l am ount no t exceed-
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ing  \ y 2 gram s per lite r and phosphorus ( P 20 5) in an  am ount not 
exceeding 0.5 to  1.0 p.p.m., depending upon the  land.

T he  hardness expressed as calcium  carbonate (C a C 0 3) shall no t 
exceed 300 p.p.m ., and the  a lkalin ity  expressed as calcium  carbonate 
(C aC O s) shall no t exceed 50 p.p.m.

R unn ing  w ate r from  public w ate r supplies shall no t only m eet the 
foregoing requirem ents, b u t in addition  shall have the  p H  of no t less 
than  6.8. I ts  active chlorine con ten t m ay no t exceed 0.2 p.p.m.

By w ay of exception, w aters  w ith  a  pronounced sa lty  flavor found 
in certain  areas, w hich w hen used for dom estic purposes have certain  
draw backs because of th e ir  hardness, shall be perm itted  to  be used as 
mediocre or average quality potable waters, provided th a t  th ey  do not 
contain harm fu l substances, im purities or elem ents w hich show  th a t 
th ey  are contam inated , and provided fu rth e r th a t  th e ir  sa lt con ten t 
does no t exceed th ree  gram s per liter, th a t  th e ir  fluoride con ten t does 
no t exceed 1.5 p.p.m. and th a t they m eet all the  chem ical specifica
tions sta ted  hereinbefore.

W h enev er th e  health  au tho rities  consider it advisable th ey  m ay 
o rder d rin k in g  w a te r  to  be purified o r trea ted  by such processes as 
they  deem  adequate.

A rticle  414— In  general, surface w a te r and w a te r  from  the first 
s tra tu m  m ay no t be used as sources of drink ing  w ate r except a t loca
tions w here w a te r  from  the  deep s tra ta  cannot be considered as 
potable or w here pum ping  is so costly  th a t  the  expense is ou t of 
proportion  to  the  uses for w hich the  w a te r  is intended. In  such cases 
the  use of surface w aters  from  rivers o r lakes m ay be au thorized  by 
the health authorities on conditions which assure their potable properties.

W h ere  it is im possible to  obtain na tu ra l w a te r su itable for con
sum ption, th e  health  au tho rities  shall enforce th e  use of devices to  
render th e  w a te r po tab le ; th ey  m ay also perm it the  tran sp o rta tio n  of 
potable w a te r  from  o ther areas or the  consum ption of rain  w ater 
collected in adequate vessels.

All ow ners of dw elling houses, bu ild ings for ren t and com m ercial 
or in du stria l estab lishm ents shall be held to  provide potable w a te r  
in quantities sufficient to  satisfy  the  requirem ents. T h e  w a te r  d is tr i
bu tion  system  shall be installed  and operated  w ith  the  approval of the  
health  authorities. In  the  sam e fashion, all ow ners shall be held to  
in sta ll to ile t drainage pipes approved by the  health  authorities. A t
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locations w ith ou t public sew ers w here flush w a te r  closets have been 
provided, the pipes from  the  la trines m ust lead to  septic tan ks or 
ano th er type of in sta lla tion  for p re lim inary  trea tm en t.

W hen  lo ts are parcelled for the construction  of dw elling  houses, 
th e ir  ow ners shall, p rio r to  parcelling, secure from  the  health  au th o ri
ties an official certificate w hich proves the  existence and accessibility of 
po tab le w ater on the  land to  be parcelled. Said certificate shall be 
presen ted  to the  au th o rity  w hich is to  approve the parcelling and shall 
be m entioned in all advertisem ents d irected  to  th is land.

A rtic le  415 — T he term s “Mineral table water,” “Dietetic water,” 
“Natural water” ( X  . . . water) and any  te rm s th a t indicate the  geo
graph ic orig in of a d rink ing  w a te r  m ay be used only to  designate 
w aters  o rig inating  from  deep or endogenous w ells wffiich surface un 
contam inated , can easily be caugh t and bo ttled  a t th e  location at 
w hich they  surface, contain zinc, arsenic, lead and copper in am ounts 
no t exceeding those fixed in A rticle  413 hereof and a t 180° C. have a 
residue of no t m ore th an  1 gram  per liter, w ith  the  un derstan d in g  th a t 
a residue of 1.5 gram s per lite r  m ay  be to lera ted  w hen the  sodium  
b icarbonate con ten t does no t exceed g ram  p er liter.

A rticle  416—T he term  “Medicinal mineral water” m eans any 
oligom etallic or m ineral w a te r w hich, surfacing na tu ra lly  free from  
bacterial con tam ination , because of its physical, physicochem ical or 
chem ical properties, o r the  gases dissolved in it or o ther factors is 
su itable for th erap eu tic  uses and has been approved by the com petent 
health  authorities.

A rtic le  417— M ineral tab le w aters  and m edicinal m ineral w a te rs  
m ay be trea ted  to  rem ove the iron, m anganese, sulfur, arsenic, van a
dium  and fluoride p resen t in them . T h ey  m ay also be sa tu ra ted  w ith  
carbon dioxide. T h e  labels of any  w ate rs  so trea ted  shall bear a 
s ta tem en t to  th a t effect.

A rticle  418— T o nam e and classify m ineral w aters  the follow ing 
c rite ria  and values shall be used as a b a s is :

1. Mineralization: D epend ing  on the  residue per lite r  a t 180° C. 
w a te rs  are classified in to  th e  follow ing g ro u p s :

Oligometallic waters: W a te rs  w ith  a m ineral con ten t of less than
0.10 gram s per liter.

V ery weakly mineralized waters: W a te rs  w ith  a m ineral con ten t 
of betw een 0.11 and 0.25 gram s per liter.
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W eakly mineralized waters: W a te rs  w ith  a m ineral con ten t of
betw een 0.26 and 0.50 gram s per liter.

M edium mineralized waters: W a te rs  w ith  a m ineral con ten t of 
betw een 0.51 and 1.50 gram s per liter.

Strongly mineralized waters: W a te rs  w ith  a m ineral con ten t of 
m ore th an  1.51 1 gram s.

W aters w ith  marine and supermarine mineralization: W a te rs  w ith 
a saline concentra tion  equal to  or exceeding th a t of sea w ater.

2. Thermal Classifications: D epending upon the tem p era tu re
w hich th e  w a te r  has upon surfacing, w aters  are classified in to the 
follow ing g ro u p s :

A therm al w a te r s : 0° to  20° C.
H y po therm al w a te r s : 21° to  30° C.
M esotherm al w a te rs : 31° to  50° C.
H y perth erm al w aters : Above 51° C.2

3. Isotonic Properties: D epending on the  osm otic pressure com 
pared w ith  th e  hem oglobin pressure  (A  =  0° .55), w aters are classi
fied in to the  follow ing g ro u p s :

H ypoton ic  w aters =  A  below  Ol0.55
Iso ton ic  w aters  =  A  0°.55
H y perton ic  w aters  — A  above 0°.55

4. M inim um  values required to use the following definitions:
Acid W ater: W a te r  the free C 0 2 con ten t of w hich exceeds 0.25

gram s, i. e. 125 ml. per liter.
Alkaline W ater: W a te r  th e  pure alkali con ten t of which, expressed 

as H 2S 0 4, exceeds 0.12 gram s per liter.
Arsenic Water: W ater the arsenic ( A s + +  + )  con ten t of w hich 

exceeds 2 p.p.m.
Barium W ater: W a te r  the barium  ( B a + + )  con ten t of which 

exceeds 5 p.p.m.
Borated W ater: W ater-the metaboric acid ( H B 0 2) conten t of w hich 

exceeds 4  p.p.m.
Bromide W ater: W a te r  the  brom ine ( B r—) con ten t of w hich 

exceeds 4 p.p.m.
'N o t e  o f  th e  t r a n s l a to r :  T h i s  o u g h t  2 N o te  o f th e  t r a n s l a to r :  T h i s  o u g h t  

to  r e a d  “ m o re  th a n  1.50 g r a m s .”  to  r e a d  a b o v e  50° C.
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Strontium  W ater: W ater the strontium  ( S r + + )  con ten t of which 
exceeds 10 p.p.m.

Iron W ater: W ater the iron ( F e +  +  or F e +  +  + )  con ten t of which 
exceeds 5 p.p.m.

Fluoridated W ater: W ater the fluoride (F —) con ten t of which
exceeds 1 p.p.m.

Radioactive W ater: W a te r  w hich contains m ore than  5 M ache 
U n its /  1 or 2 E m ans.

Sulfurous W ater: W ater which contains hydrosulfide, thiosulfide,
or free su lfu rated  hydrogen ions.

Subthermal W ater: W a te r  the  tem p era tu re  of w hich is above 14°
C., and below 20° C.

Thermal W ater: W a te r  the tem p era tu re  of w hich is above 20° C.
Iodine W ater: W a te r  the iodine (I — ) con ten t of w hich exceeds 

1 p.p.m.
T he nam e “Mineral W ater” may only be used for natural (table 

or m edicinal) w aters  and is no t perm itted  to  be used to- designate or 
d istingu ish  artificial saline solutions. T he la tte r shall be n a m e d : 
“Artificial mineral waters.”

Artificial m ineral w aters are proh ib ited  from  being designated by  
nam es th a t refer to  na tu ra l m ineral w a te r springs o r localities at 
w hich such springs are situated .

Article 419— W h en the properties or classifications relative to  the 
ephem eral qualities of a w ate r (therm al properties, radioactiv ity , etc.) 
are indicated  on labels, in pam phlets, announcem ents, on business 
s ta tion ery  and in advertising  m edia, such indications m ust s ta te  
clearly  and in a m anner not capable of causing confusion or deception, 
th a t said properties are those of the w ater as it surfaces from  the 
spring, no t of the w ate r sold in bottles.

A ny physical, physicochem ical and bacteriological determ inations 
as well as any possible physiological and therapeutical uses s ta ted  in 
labels, announcem ents, posters and o ther advertising  m a tte r  used for 
a w ate r m ust come from  an official scientific au tho rity , the  inclusion 
in labels, announcem ents and advertisem ents of any determ inations 
com ing from  private  sources being prohibited .
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A r t ic le  420— E stab lish m en ts  w hich catch m ineral w a te rs  and 
w ork them  com m ercially shall be h e ld :

1. T o  assure the  p ro tection  of the  sp rin g ;
2. T o  carry  ou t the  fractionation  and o ther m anipulations only 

a t the site  of th e  spring, unless the  sp ring  w a te r is carried th ro ug h  
adequate  pipes from  the  spring  to  the  fractionation  and b o ttlin g  plant.

3. T o  provide a p lan t, plum bing, m achinery, etc. th a t m eet the 
requirem ents of th is Code and all o ther p ertin en t regulations.

4. T o m ain ta in  a labora to ry  w ith  the equipm ent required  to  check 
the  physicochem ical and bacteriological properties of the  w ater.

Carbonated Waters and Similar Products
A r tic le  4 21—T h e general te rm  “Carbonated water” m eans any of 

the  follow ing nonferm ented, nonalcoholic beverages sa tu ra ted  w ith  
carbon dioxide th a t m eet the  specifications fixed in A rticle  440 hereof :

1. Chem ically and bacteriologically  potable w a te r  (soda, siphon 
w ater, charged w ater, carbonated  w ater, tab le w ater, soda w ater, 
Seltzer w ater, aera ted  w ate r). T he addition  to  the  w ate r of sodium  
chloride (N aC l) and calcium  chloride (C aC l2), com bined or separately , 
in am ounts of up to  50 p.p.m. and the  alkalization  w ith  b icarbonate of 
soda (N a H C 0 3) in am ounts no t exceeding 2,000 p.p.m. shall be per
m itted  w ith o u t a declaration  on the  label.

In  areas w here th e  w ater is hard, it m ay no t be sa tu ra ted  w ith  
carbon dioxide unless it  has first been softened, and if i t  contains 
excessive am ounts of fluoride, th is  condition shall be corrected.

2. W a te ry  infusions of p lan ts o r p arts  of p la n ts ; w a te ry  solutions 
of vegetab le juices, m ilk, w hey, n a tu ra l o r artificial fru it ex tracts, to  
w hich th e  follow ing substances m ay be added : sugars, honey, molasses, 
citric, ta rta ric , lactic, phosphoric, gluconic, a n d /o r  ascorbic acid (see 
A rticle  655 hereo f),3 essences, b itte rs  and perm itted  coloring agen ts 
(lem onades, nonalcoholic beverages, tonic w aters, refresh ing  soft 
d r in k s ) .

A r t ic le  422—A ny p lan ts w hich prepare carbonated  w aters, non
alcoholic beverages and sim ilar p roducts shall com ply w ith  the  gen 
eral ru les established in th is  Code and, in addition , shall m eet the  
follow ing re q u ire m e n ts :

3 N o te  o f th e  t r a n s l a to r :  A r t ic le  655 
fix es  th e  r e q u ir e m e n ts  w h ic h  th e s e  
ac id s  m u s t m ee t w h e n  u sed  as  ac id u lan ts .
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1. T hey  shall, as a m inim um , have a  m anufacturing- room  w ith  a 
flat ceiling and a w aterp roof socle 1.80 m eters in h e ig h t; a  sto rage 
room  for containers, and nex t to  it, a room  in w hich containers are 
w ashed and s te r iliz e d ; th ey  shall be equipped w ith  sinks m ade of 
m asonry  or a sim ilar m aterial, and w ith  drainage pipes connected w ith  
th e  public sew ers or special sew ers, since the  d ischarge of w aste w ater 
on public roads is p roh ib ited ; a sto rage room  for raw  m aterials, and 
a room  for generators, pow er engines, steam  engines, etc.

2. T he  drivew ay shall be paved, b u t w here the s tree t is unpaved, 
a base of stone or concrete m easuring  4 square m eters shall be 
required  in fron t of the  loading ram p.4

3. O n prem ises w ith ou t runn in g  w ater, the  w ell w hich supplies 
potable w a te r for the  p repara tion  of beverages shall be a t least 15 
m eters d is tan t from  th e  cesspool, w hich in tu rn  shall be connected 
w ith  a sed im entation  cham ber provided w ith  a m icrobial filter.

4. T he sy rup  and carbonated  w a te r pipes shall be m ade of a 
m ateria l au tho rized  by the health  a u th o rit ie s ; tin-lined pipes shall no t 
have fixed e lb o w s; the  sa tu ra to rs  shall have contro l in strum en ts  and 
safe ty  v a lv e s ; all m achines, u tensils, cases, containers, vehicles and 
o ther devices used for the  m anufacture, d istribu tion  and tran sp o rta 
tion of the  products shall be cleaned as often as necessary  to  assure 
th e ir  hygienic condition a t all tim es and shall be kept in a perfect sta te  
of repair.

5. F o r soft drink  bo ttles, th e  use of pressurized w ash ing  and 
rinsing  m achines and au tom atic  crow ners is com pulsory. F oo t- 
operated  or hand-operated  crow ners m ay only be used in localities a t 
w hich no p lan ts m eeting  th e  conditions of th is  Code are in existence 
and  a t w hich it is im possible locally to  ob tain  an au tom atic  crowner.

A r tic le  4 23— Carbonated waters, nonalcoholic beverages and sim ilar 
p roducts w hich are m anufactured , stored , exhibited, or sold shall meet 
the  follow ing specifications:

1. T h ey  shall be clear, free from  sedim ents, suspended m a tte r  or 
extraneous bodies, and shall have a norm al color, odor and flavor. 
A ny products no t m eeting  these standards shall be confiscated im m e
diately. By w ay of exception, beverages p repared  w ith  a base of fru it 
juices need no t be clear and free from  sedim ent, b u t m ay be opalescent 
and contain suspended particles com ing from  the fru it used. T he

4 N o te  o f th e  t r a n s l a to r :  N o t  c le a r ly  
e x p re s s e d .
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artificial addition of such partic les to  p roducts prepared from  essences 
is categorically  proh ib ited , how ever.

2. T h ey  shall contain carbon dioxide a t a pressure of no t less 
than  th ree  atm ospheres.

3. T h ey  shall no t contain alcohol in a p roportion  of m ore th an
0.5 per cent by  volum e, o r m ore th an  500 p.p.m . of brom ated  vegetab le 
oils, the brom ine con ten t of w hich m ay no t exceed 35 per cent.

4. T h ey  shall no t contain ex traneous bodies, d rugs restric ted  to 
m edicinal uses, or any  substances the  use of w hich is prohibited .

5. M anufac tu rers of carbonated  w a te r  siphons and dealers w ho 
supply  the  public w ith  such siphons shall be held to  check the  condi
tion  of the siphons before m aking  delivery  to  m ake sure th a t th e  glass 
is no t cracked or im paired, th a t th e  inside tube is no t broken and th a t 
the head does no t leak.

A rticle 424— A ny Syrups or Extracts to  be used in the  p reparation  
of lem onades, nonalcoholic beverages and sim ilar products shall m eet 
the  follow ing requirem ents :

1. T h ey  shall be prepared  w ith  sugar.
2. T h ey  shall no t contain harm ful arom atic  ex trac ts  o r p ro 

hibited essences, am yl alcohol, acetic acid, m ineral acids (except 
phosphoric acid ), saponins or o ther p roh ib ited  foam -producers, d rugs 
the use of w hich is restric ted  to  m edicinal purposes, proh ib ited  color
in g  m atte rs  and artificial sw eeteners.

3. T h e ir  alcohol con ten t is no t perm itted  to  exceed 5 per cent 
by  volum e.

4. T h ey  shall no t show  any  traces of a lte ra tion  and shall not 
contain fungi or in ju rious substances.

5. T hey  shall no t con tain  lactic acid in a proportion  of m ore than  
th ree  gram s per liter.

A rticle  425—T he nam es “orangeade,” “natural X  . . . orange,” 
“natural orange juice and soda,” “soft drink with a base of natural 
oranges,” “lemonade,” “natural X . . . lemon,” “grapefruit drink,” “natural 
X  . . . grapefruit” and sim ilar or derivated  nam es m ay be used only 
to  designate nonalcoholic beverages the base of w hich consists of the  
na tu ra l juice of the fru it nam ed (orange, lemon, g rapefru it, e tc .), w ith  
or w ith ou t sugar syrup and th e  respective essential oil.
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A rtificial p roducts shall be labeled clearly as “artificial.”
A ny beverages p repared  artificially  by b lending several fru it 

elem ents (essen tial oils, dried pulp, etc.) m ay no t be advertised  or 
sold as con ta in ing  fresh or n a tu ra l juice of oranges, lem ons, g rape
fru its , etc.

A r tic le  426— T he nam es “Tonic Water,” “Soda Tonic,” “Indian 
Tonic” designate refresh ing  beverages w ith  a base of ex trac ts  or 
essences of lem ons, g rapefru its  or o th e r c itru s fru its  and plain car
bonated  w a te r o r carbonated  m ineral w ater, w ith  o r w ith ou t the  add i
tion of sugars, w hich contain quinine or quinine salts in am ounts of 
no t less th an  th ree m illig ram s and no t m ore than  15 m illigram s per 
100 ml., calculated as anhydrous quinine. N one of th e ir  com ponents 
need be declared on th e  label.

A r tic le  427— T he term  “Ginger Ale” m eans a  refresh ing  beverage 
p repared  w ith  po tab le w ater, acidulated  su g ar syrup, w ater-soluble 
g ing er ex tract, and carbon dioxide. T he sam e product prepared w ith  
beer, or the  ligh t beer m ade w ith  g ing er ex trac t and carbon dioxide, 
shall be called “Ginger Beer.” B oth types of beverage m ay be bo ttled  
in tran sp aren t, dark  green glass bottles.

A r ic le  428-—A ny nonalcoholic beverages called “Guaraná” shall 
con tain  the soluble principles of the  seed of Paullinia cupana, Kunth 
and its  varieties.

A r tic le  42 9— N onalcoholic beverages prepared  w ith  various prod
ucts, such a s : catechu, sarsaparilla , kola nu t, ginger, oranges and 
o ther c itru s fru its, cinnam on, mace and o ther vegetab le ex tracts, w ith  
or w ith o u t the  addition  of arom atics perm itted  un der th is  Code, 
sucrose, dextrose, in v ert sugar, caram el, phosphoric, citric, ta r ta ric  or 
gluconic acid and caffeine in a proportion not exceeding 20 m illigram s 
per 100 m illiliters shall be perm itted  to  be prepared  and sold w ith ou t 
declaring  th e  presence of said ingred ien ts on the  label, regard less of 
w h e th er or not they  are identified by d istinctive nam es (“nom bres de 
fan tas ía” ). N onalcoholic beverages m ade w ith  guaraná, coffee, cola, 
m até herb  and tea) shall contain caffeine (trim e thy lxan th ine) in a 
proportion  of no t less th an  th ree  m illig ram s and no t m ore th an  20 
m illig ram s p er 100 m illiliters. W hen  such beverages contain artificial 
essences or ex trac ts  th ey  shall be m arked “artificial,”

A r t ic le  43 0—T he term  “Añapa” m eans an unferm ented m ix ture  
of the  pulp and seeds of the  w hite  carob bean and w ater, to  w hich 
m ilk, ju jubes and o ther au thorized  products m ay be added.'
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A r tic le  4 31— Plain  carbonated  w a te r  or soda and nonalcoholic 
beverages shall be bo ttled  in tran sp a ren t glass containers and bear 
the  required  labeling  w hich need no t be blow n in to  the glass, b u t m ay 
be placed on the  crow n cork or be affixed in the  form  of a label.

A ny siphons m anufactured  a fte r th e  en trance in to  effect of th is  
Code on w hich the  labeling  is blow n in to  the  glass shall also bear the  
legend : “T h is  con ta iner is no t negotiab le ,” o r: “T his con ta iner is not 
fo r sale,” o r a sim ilar inscription . A ny con tainer used by a person 
o ther th an  its  leg itim ate  ow ner, o r found in the  possession of an o th e r 
m anufacturer, shall be confiscated w herever it m ay be, except in the 
cases se t fo rth  in A rticle  436 hereof.

C ontainers for carbonated  beverages shall be sealed in th e  follow 
ing m a n n e r :

1. W ith  caps of enam eled earthenw are  or porcelain, provided 
w ith  rings of rubber, cork o r ano th er au thorized  m aterial w hich shall 
be free from  toxic im purities.

2. W ith  m etal caps of the  type nam ed “crow n corks” w hich 
shall be m ade of nickel-p lated m etal o r new  varn ished  tin  p late  and 
shall have a disk of technically  pure tin  or good qu ality  cork.

3. W ith  siphon caps (m etal head) m ade of technically  pure tin, 
o r a tin  alloy con tain ing  no t m ore than  10 per cent of an tim ony and 
3 per cent of copper, or ano th er authorized m aterial.

T he ou tside p arts  of the  m etal heads shall be perfectly  nickel- 
p lated  o r chrom ium -plated , and the  inside parts , as w ell as the  spout, 
valve and o th e r p a rts  th a t get in to  con tact w ith  the liquid shall be 
m ade of or coated w ith  technically  pure tin, o r a tin  alloy con tain ing  
no t m ore th an  10 per cent of an tim ony and 3 per cent of copper, or 
ano th er au thorized  m aterial.

T he  coating  shall be uniform  and continuous, unpunctu red , and 
m ore th an  1 m illim eter thick.

4. W ith  heads m ade of plastic, artificial resin, derivatives of cellu
lose, casein or a sim ilar au thorized  m aterial w hich, w hen exposed to  
prolonged (24 hours) con tact w ith  carbonated  w ater un der a p ressure 
of 10 a tm ospheres does no t yield any substance of any kind.

A r tic le  4 32—Automatic siphons w hich operate  on carbon dioxide 
capsules (spark le ts, etc.) for on-the-spot p repara tion  of carbonated  
w ate r and soft d rinks shall m eet the  general requ irem ents set fo rth  in 
A rticle 431 hereof and in addition  shall have a p rotective m etal g ra te
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or m esh. T h e  capsules shall be m ade of acid-proof steel, the m aterial 
used for the closing plate  shall no t con tain  harm ful substances, and 
th e  carbon dioxide shall m eet the specifications fixed in A rticle  440 
hereof.

A r tic le  433— C arbonated  beverages prepared w ith  fru it syrups, 
f ru it ex tracts, or fru it ju ices m ay be labeled w ith  the nam e of the fru it, 
preceded or followed by the w ord  “N a tu ra l.” 5 T he color of such 
n a tu ra l fru it beverages m ay be reinforced w ith  a perm itted  coloring 
m atter, the  addition  of w hich need no t be declared on the  label. W hen 
such carbonated  beverages contain artificial essences or ex tracts, they  
shall be considered artificial even if th ey  also contain  n a tu ra l ju ices or 
ex trac ts , and shall then  be designated  by the nam e of the fru it followed 
or preceded by  the  w ord “A rtificial.” 6

A r tic le  434— N onalcoholic beverages w hich contain artificial ex
tra c ts  or essences or have been prepared  artificially w ith  certain  fru it 
e lem ents are no t perm itted  to  be sold o r advertised  w ith  false indica
tions w hich m ay cause the  reader to  believe th a t they  w ere prepared 
en tire ly  from  ju ice or na tu ra l fru its  and juices. T he  labels, advertising  
and business papers used in connection w ith  such beverages are no t 
perm itted  to  bear any  design or g raphic represen ta tion  of fru its, or 
portions of fru its, o r  to  m ake reference to the  same.

A r tic le  435—T he caps of con ta iners in w hich carbonated  w aters  
or nonalcoholic beverages are bo ttled  shall indicate clearly the  nam e 
of th e  product, even if, a t th e  discretion of th e  m anufacturer, labels 
bearin g  the sam e indications are affixed to  the  bottle.

A r tic le  436— M anufactu rers are p roh ib ited  from  possessing or 
using  containers of o th e r p lants, or con tainers of th e ir  own on w hich 
th e ir  nam e or tradem ark  is not clearly  m arked, or con tainers from  
w hich th e ir  nam e o r tradem ark  has been effaced by som e process.

A n exception to  the  foregoing prohib ition  m ay be m ade for con
ta iners, w hose ow ners, hav ing  discontinued the p reparation  of the 
products orig inally  bo ttled  in the sam e, have au thorized  one m anu
facturer, or several m anufac tu rers to  use th e ir con tainers or have sold 
the  sam e to  such o ther m anufactu rers w ho shall then  be held to

5 N o te  o f  th e  t r a n s l a to r :  I n  th e  n a m e  o f th e  f r u i t  ( f o r  in s ta n c e , “n a tu ra l
E n g l i s h  la n g u a g e , th e  w o r d s  “ n a tu r a l ” o ra n g e  ju ic e ” ), 
o r  “ a r t i f ic ia l”  w il l  a lw a y s  p re c e d e  th e  6 S ee  fo o tn o te  5.
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identify  each con tainer used or ow ned by  them  by  eng rav in g  on the 
siphons 7 a  serial num ber issued by  the  com petent au tho rity .

T he  num ber of em pty  basta rd  con tainers existing  a t p lan ts  and 
delivery vehicles is n o t perm itted  to  exceed 5 per cen t of th e  to ta l 
stock of con ta iners ex tan t a t the p lan t o r th e  vehicles of the  particu la r 
m anufacturer, and only on condition th a t the m anu fac tu re r is in a 
position to  prove by m eans of the respective bo rdereaux  th a t he ex
changes them  regularly . N o lim it has been fixed for full bastard  
containers. A ny con tainers found sto red  a t places w hich do no t belong 
to  the  p lan ts ow ning them , or are  being transp o rted  on vehicles no t 
connected w ith  said p lants, shall be seized in o rder to  be re tu rn ed  to  
th e ir  leg itim ate  ow ners, w hile the penalties provided for by  th e  law  
shall be im posed on the  infringer.

A r t ic le  437— Siphons and containers w hich are no t perfectly  safe 
and hygienic, have cracks o r o ther dangerous defects are proh ib ited  
from  being filled.

In  all p lants, w arehouses, stores, bars, candy shops, ho tels, res
tau ran ts  and o ther business estab lishm ents, the shelves and  racks 
holding con tainers of carbonated  w aters, soft drinks and  sim ilar 
p roducts shall be kep t perfectly  clean and m ay no t be installed a t 
unhealthy  or inadequate places.

A r tic le  438— Stores, candy shops, bars, hotels, etc. w hich sell the 
consum ers th e  kind of beverages th e  m anufacture  of w hich is regu
lated  by the  preceding articles shall be held to  refuse acceptance from  
the m anufac tu rer of any  con tainers w hich fail to  m eet the conditions 
fixed herein o r  do no t belong to  the  p lan t w hich sells them . F ailure 
to  do so shall con stitu te  a violation of the  law.

A r tic le  439—T he installation  of m achines for the sm all scale 
p repara tion  of carbonated  beverages shall require the approval of the 
com petent au thorities.

W hen  the m achines used for the  sm all scale p reparation  of car
bonated  w ater are installed in business estab lishm ents (stores, candy 
shops, w ine shops, bars, hotels, etc.) no t equipped w ith  a  gasom eter 
or sa tu ra to r and are operated  in a space less than  32 square m eters, 
bu t no t less th an  15 square m eters in size, th e ir ow ner m ay fill siphons 
on the prem ises only for his ow n consum ption. B usiness estab lish-

7 N o te  o f  th e  t r a n s l a to r :  I t  w o u ld
n o t  s e e m  t h a t  th is  p a r a g r a p h  re fe rs  
o n ly  to  s ip h o n s .
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m ents w hich possess soda m achinery  a ttached  to  th e ir  business are not 
perm itted  to  sto re  or utilize siphons of o th e r m anufacturers, regardless 
of w h eth er the  sam e are full or em pty. A ny violation of th is p ro 
vision shall be penalized by im m ediate confiscation of the  siphons and 
a 30 day suspension of the  license to  p repare carbonated  w ater, w ith 
ou t prejudice to  the  im position of o ther penalties.

Carbon Dioxide
A r tic le  440—T he carbon dioxide or carbonic acid gas used in the 

p repara tion  of (nonalcoholic, alcoholic or o ther) carbonated  bev
erages, or in connection w ith  th e ir  sale, as in the case of beer, shall 
m eet the  follow ing specifications :

1. I t  shall con tain  carbon dioxide in a proportion  of no t less th an  
99 per cent and no t m ore than  0.1 per cent of air. (T h e  sam ple will 
be draw n w hile the  cylinder is in a horizontal position.)

2. I t  shall no t contain carbon m onoxide in a proportion  of m ore 
th an  0.2 per cent.

3. I t  shall no t contain any  em pyreum atic  p roducts or any ex tran e
ous, m ineral or organic, substances (n itrogen  dioxide, sulfur dioxide, 
hydrogen sulfide, etc.).

4. T he odor and flavor of the  gas, as the  odor and flavor of the 
distilled w a te r sa tu ra ted  w ith  it, shall be agreeable and have the 
charac teristics of the  acid.

5. T he  steel pipes or cylinders used to  conduct the  gas shall be 
able to  w ith stan d  a p ressure of 250 kilos per square centim eter, shall 
be pain ted  on the outside and bear a label w ith  the indications required  
by law.

Syrups
A r tic le  441—-The general term  “Syrup” m eans any solution in 

potable w a te r of sugars, honey or m olasses, to  w hich perm itted  aro 
m atic ex tracts, alcohol, and citric, ta rta ric , lactic, phosphoric or g lu 
conic acid m ay be added. Such syrups, as the solid p roducts in tended 
for the  p repara tion  of refresh ing  beverages and consisting  of dehy
d ra ted  vegetab le juices or o ther substances w hich m eet the  requ ire
m ents of th is  Code, m ay be called “Refrescos” (“R efreshm en t” ) .8

A r t ic le  442—T he nam e “Syrup,” com bined w ith  the  nam e of the 
one or several p redom inan t species, of fru its  used in the preparation ,

8 N o te  o f th e  t r a n s l a t o r :  A t  v a r ia n c e  m e a n s  p a r t ic u la r ly  a  r e f r e s h in g  b e v e r -  
w i th  th e  E n g l i s h  m e a n in g  o f  “ r e f r e s h -  a g e , o r  s o f t  d r in k , 
m e n ts ,” th e  S p a n is h  t e r m  “ re f re sc o s ”
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m ay be used only for syrups consisting  of sugar dissolved in solutions 
of fru it ju ices or ex trac ts  w ith ou t the addition  of extraneous elem ents.

S yrups prepared w ith  perm itted  artificial essences shall be desig
nated  as “artificial . . . syrup” ; the  nam e of the  essence used shall be 
inserted.

Syrups to  w hich a perm itted  coloring m a tte r  has been added shall 
be designated  by th e ir  specific nam e accom panied by the  w ord 
“colored.”

A rticle 443—T he nam es listed hereinafter shall apply to  the  fol
low ing p ro d u c ts :

1. T he nam e “Syrup” alone, w ith o u t any addition , m eans a so lu
tion  of sugars in po tab le  w ater. A t 15° C. it  shall have a  density  of 
no t less than  1.30.

2. Natural fru it syrups (raspberry , straw b erry , sw eet cherry, 
pom egranate, red cu rran t, pineapple, grape, etc.) shall be m ade w ith  
syrup  and  not less than  30 per cent of ju ice of the  fru it nam ed. T h e ir  
n a tu ra l color m ay be reinforced w ith  an au thorized  coloring m atter. 
T h e ir  sodium  benzoate con ten t m u st correspond to  the  p rop ortio n  of 
ju ice contained in the  syrup.

3. T he  nam e “Arrope” means a thick blackish syrup prepared from  
the ju ice of p rick ly  pears.9 “A rro pes” p repared  from  ju ices of o ther 
fru its  shall be given the  nam e of the  fru it, such as “grape arrope,” etc.

' 4. Coffee or mocha, guaraná, tea and maté syrups shall be prepared 
w ith  percolations, infusions o r ex trac ts  of coffee, guaraná, tea, and 
m até to  w hich su g ar has been added.

5. T he nam e “Capilé” m eans the  syrup  prepared  from  the ju ice or 
a decoction of m aidenhair fern (Adiantum Capillus Veneris, L.) 
flavored w ith  n a tu ra l essential c itru s oils. I t  m ay be colored w ith  
caram el.

6. T he  term  “Gum Syrup” m eans a su g ar syrup  to  w hich gum  
acacia has been added in a  p roportion  of no t less th an  20 gram s per 
liter.

7. T he  te rm  “Grenadine” m eans a syrup prepared  w ith  sugars and 
perm itted  acids and colored and flavored w ith  perm itted  substances.

8. T he  term  “Orgeat Syrup” m eans a sy rup  com posed of sugars 
and alm ond milk, to  w hich distilled w ate r or na tu ra l essential oils m ay

9 N o te  o f  th e  t r a n s l a to r :  E s p e c ia l ly  g r a p e  ju ic e  b o i le d  to  th e  c o n s is te n c y  
in A rg e n t in a .  O r ig in a lly , “ a r ro p e ” w a s  o f  s y ru p .
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be added. If  instead of almonds, “chufas” 10 are used, the nam e shall 
be changed to  “Chufa O rg ea t.” T he  prepara tion  and sale of orgeat 
Syrup m ade w ith  benzoin and  sim ilar su b stitu tes  is specifically 
prohibited.

9. T he te rm s “Lime, Lemon, Grapefruit, Cider, Tangerine, and 
Orange Syrup” m ean sugar syrups to  w hich perm itted  acids and  alco
holic ex trac ts  of the  fru its  nam ed have been added.

10. T he  concentra ted  products sold for the  p reparation  of o range
ades, lem onades, etc. shall contain the  na tu ra l juice of the fru it nam ed 
in a  p roportion  of no t less th an  80' per cent by volume.

11. T he term  “Sarsaparilla Syrup” means a sy rup  obtained by dis
solving n o t less th an  25 gram s of sarsaparilla  ex trac t in 975 gram s of 
sug ar syrup.

12. T he  te rm  “Vanilla Syrup” m eans a su g ar syrup to  which 
vanilla ex trac t or tinc tu re  has been added.

13. T he term s “Granolina,” “Effervescent Grains,” “Refresquina” 
and sim ilar term s m ean g ranu la ted  m ix tures com posed of organic 
acids and alkaline salts, both of w hich com ply w ith  the  requirem ents 
of the P harm acopoeia, sugars and a perm itted  arom atic, to  w hich a 
perm itted  coloring m a tte r m ay be added.

A r tic le  444— T he d istribu tion , possession or sale of the  follow ing 
syrups shall be proh ib ited  :

1. Syrups con tain ing  essences w hich the  health  au tho rities or the 
presen t Code consider harm fu l; or m ineral acids (except phosphoric 
acid), resins, p roh ib ited  coloring m atters , preservatives, p roh ib ited  
foam ing agen ts, artificial sw eeteners and toxic m etals.

2. Syrups w hich contain m ore th an  5 per cent of alcohol by 
v o lu m e; m ore th an  6 per cent of citric a c id ; 9 per cent of ta r ta r ic  a c id ; 
3 per cent of lactic acid, or m ore than  50 p arts  per m illion of hydro
cyanic acid com ing from  the  fru its  or na tu ra l juices used in their 
preparation .

3. Syrups w hich show  traces of adulteration, impurities, mould, or 
o ther extraneous m atters.

A r tic le  445—Fanciful Syrups m ade w ith  sugars, w ith  or w ithou t 
honey and arom atics, and w ith  or w ith o u t coloring m atte rs  m ay be

“  N o te  o f t h e  t r a n s l a t o r :  E d ib le  tu b es  
o f a  s e d g e .
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called : “Artificial Honey.” Such syrups shall com ply w ith  the follow 
ing req u irem en ts :

1. T hey  shall not con tain  im purities o r ex traneous substances and 
shall be in a good s ta te  of preservation .

2. T h ey  shall no t contain m ore than  20 per cent of w ater, 1 per 
cen t of m ineral substances, and 0.5 per cen t of acid ity  calcu lated as 
sulfuric acid.

3. T h ey  shall no t contain unau thorized  artificial essences, pre
servatives, sw eeteners and  coloring m atters , o r free su lfu r dioxide 
in an am ount exceeding 50 p a rts  per million.

Vegetable Juices
A r tic le  44 6— T he general term  “Vegetable Juice” (juice of a  fru it 

o r vegetab le) m eans any  na tu ra l p rod uct ob tained by  th e  first p ressing  
of fresh  w hole fru its  and  vegetab les w ith  or w ith o u t the  application  
of heat. C ertain  ju ices m ay be left to  ferm ent for a sho rt tim e to im 
prove th e ir  o rganoleptic  p roperties (lem ons, apples, g rapefru its, etc.).

A r tic le  44 7—T he term  “pureed fruits’’ ( “frutas disintegradas” ) 
m eans any  p roduct ob tained by sh redd ing  and hom ogenizing w hole 
fru its , or fru its  from  w hich the  peel has been rem oved in w hole or 
in part.

A r tic le  4 48—T he prem ises on w hich vegetab le ju ices and pureed 
fru its  are p repared  and sold to  the  public requ ire  th e  approval of the 
health  au tho rities  and  shall be equipped w ith  the  necessary utensils, 
approved m achinery  (au thorized  com m inutors or liquefiers) and the 
m inim um  conveniences, a flat ceiling, w aterp roof floors, a sink w ith  
runn in g  w ate r to  w ash the m ateria ls and  a refrigera to r for the  p reser
vation  of fru its  and vegetables.

A certain  am ount of su g a r m ay be added to  refrigera ted  fru it 
ju ices sold to  ice cream  parlors, m ilk bars and confectionery sto res for 
th e  p repara tion  o r decoration  of fancy frozen desserts  (sundaes, m elba 
cups, e tc .), provided th a t the  sugar con ten t is declared on the  label. 
Such p roducts shall be kep t under refrigeration .

A r tic le  449— T he term  . . juice” preceded by the nam e of the  
species of fru it or vegetab le from  w hich the  product w as m ade m ay be 
accom panied by  th e  adjective “fresh,” provided that the juice has not 
been sub jected  to  any  physical stab iliza tion  process o ther th an  cold 
trea tm en t, such as steriliz ing  filtration , pasteurization , or oligody-
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nam ic processes; the te rm  m ay also be preceded by  the  adjectives 
"whole,” "natural,” or “genuine,” provided th a t the  juice has no t un der
gone any a lte ra tion  and th a t n o th ing  has been added to  or rem oved 
from  it.

A ny of the  follow ing physical o r physicochem ical m ethods m ay 
be used to  stabilize or preserve vegetab le ju ices: cold trea tm en t, 
steriliz ing  filtration , pasteurization , carbonation  followed by steriliz 
ing  filtration , tyndalliza tion , sterilization , stab ilization  by  w ay of 
perm itted  oligodynam ic processes, u ltrav io le t rays, the  addition  of sul- 
furous acid, or of sodium  benzoate in  a  proportion  no t exceeding 1 
gram  per liter, and any  o ther processes first specially approved by  the  
health  authorities.

F ru it and vegetab le ju ices m ay be m ixed and concentra ted  to  a 
certain  degree, w ith  a declaration  of the  co n cen tra tio n ; b u t under no 
circum stances m ay the term  “ (such or such a fru it or vegetab le) ju ice” 
be used for products obtained by the  subsequent dilu tion of such 
concentra ted  ju ices or for p roducts ob tained  by processing the  residue 
from  the  first pressing.

T he color of a fru it ju ice m ay w ith o u t a declaration be reinforced 
w ith  the  color of ano ther ju ice in a p roportion  no t exceeding 10 
per cent.

T he nam e of a certa in  fru it or vegetab le m ay no t be used to  p re 
pare, d is tribu te  or sell p roducts to  w hich unauthorized  additives or 
substances ex traneous to  said fru its  have been added.

A r tic le  4 50— B ottled  or canned vegetable juices (of grapes, apples, 
pineapples, g rapefru its, oranges, limes, tom atoes, etc.) shall be s tab i
lized or sterilized  before they  a re sold. T hey  shall no t contain alcohol 
in a p roportion  exceeding 1 per cent by volum e, and th e ir alcohol con
ten t shall be declared on th e  label. N or m ay they  be in a s ta te  of 
ferm entation  (absence of live pa tho gen s). T hey  m ay contain only the  
acids, sugars and o ther elem ents found in the  orig inal product.

T hey  m ay be carbonated  w ith  carbon dioxide, w ith  a  declaration 
to  th is  effect, and m ay be sulfonated , provided th a t the  am ount of 
free su lfu r dioxide re ta ined  in the  ju ice does no t exceed 50 p arts  per 
m illion and  the  to ta l am ount does n o t exceed 150 p a rts  p e r million.

C oncen tra ted  ju ices w hich are consum ed a fte r they  have been 
dilu ted  w ith  w a te r m ay contain an am ou n t of su lfu r dioxide equivalent 
to  th e  concentration , b u t no t exceeding 600 p a rts  per million. Form ic
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acid in an  am ount of up to 1.5 gram s per k ilogram  m ay be added to  
all concentra ted  juices, except grape, apple, pear, grapefru it, orange 
and o ther c itru s juices. Ju ices in tended for d ietetic  uses, children less 
than  tw o years old or invalids shall be free from  su lfu r dioxide and 
o ther preservatives.

Article 451—T he term  “Pineapple Juice” m eans the juice obtained 
from  the  fru it of Ananas sativus, L., Ananas comosus, L. etc. Average 
percen tage com position : w a te r 87; p ro te ins 0.3; fats 0.1; assim ilable 
carbohydrates (sugars 3) 12; crude fiber 0.02; ash 0.4; acids expressed 
as citric acid 0.6.

Article 452—T he term  “Lime Juice” m eans the  ju ice ob tained 
from Citrus limetta, Risso. Average percentage com position: water 9 1 ; 
pro te ins 0.4; fa ts  0.1; assim ilable carbohydrates 8; crude fiber 0.07; 
ash 0.4; acids calculated as citric acid 4 ; density  a t 15° C .: 1,036.

Article 453— T he term  “Lemon Juice” m eans the ju ice ob tained by 
pressing  the  fru its  of Citrus limonia, Osbeck. A verage percen tage com 
position : w a te r 92; pro te ins 0.3; fats 0.01; assim ilable carbohydrates 
7; crude fiber 0.06; ash 0.3; acids calculated as citric acid 5; density  at 
15° C .: betw een 1.035 and 1.050.

Lem on ju ice shall be free from  syn thetic  citric acid and shall con
tain  not less than  4 per cent of na tu ra l citric acid, 35 mg. of ascorbic 
acid (fresh  ju ice), 7 mg. of n itrogen  from  free am ino acids per 100 ml. 
of juice, and no t m ore th an  2 per cent of ash.

T he  designation  “Concentrated Lemon Juice,” or simply “Lemon 
Concentrate” m eans the product ob tained by con cen tra ting  the juice 
defined above in a vacuum  a t low tem peratu re , w ith  o r w ith ou t the 
addition of sugar. I t  shall contain no t less th an  14 mg. of n itrogen  
from  free am ino acids per 100 ml. of juice.

T he  nam e “Lemon Powder” m eans a p rod uct obtained from  the 
evaporation  of lem on juice con ta in ing  betw een 6 per cent and 8 per 
cent of pectin  or one o r tw o  volum es of glucose syrup  rich in polysac
charides.

Article 454—T he term  “Orange Juice” m eans the  juice ob tained 
by pressing  th e  fru its  of Citrus sinensis, L. W ith  tim e hesperidin 
precip itates. O range ju ice shall contain no t less than  40 m g. of 
ascorbic acid (fresh juice) and no t less th an  18 mg. of n itrogen  from  
free am ino acids per 100 ml. of juice. A verage percentage com posi
tio n : w a te r 86; pro te ins 0.4; fa ts  0.1; assim ilable carbohydrates 10;
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crude fiber 0.4; ash 0.4; acid calculated as citric acid 0.8; density  a t 
15° C. betw een 1.031 and 1.060.

T he  designation  “Concentrated Orange Juice,’1 or sim ply “Orange 
Concentrate,” m eans the product ob tained by concen tra ting  the ju ice 
defined above in a vacuum  a t low tem p era tu re , w ith  or w ith ou t the  
addition  of sugars. I t  shall contain no t less th an  90 mg. of n itrogen  
from  free am ino acids per 100 ml. of juice.

T he term  “Orange Powder” means the product obtained by evapora
tion of orange ju ice w ith  6 per cent to  8 per cent of pectin  or one or 
tw o volum es of glucose syrup  rich in polysaccharides.

Article 455— T he term  “Grapefruit Juice” m eans the  ju ice ob tained 
from  Citrus maxima, Osbeck. I t  shall contain no t less th an  45 m g. of 
ascorbic acid (fresh  juice) and no t less th an  5 mg. of n itrogen  from  
free am ino acids per 100 ml. of juice. A verage percentage com posi
t i o n : w a te r  9 ; p ro te ins 0.4; fats 0.1; assim ilable carbohydrates 8 ; 
crude fiber 0.05; ash 0.4; acids calculated as citric acid 0.9.

Article 456— T he lem on, orange and g rapefru it ju ices served a t 
counters, confectionery stores, restau ran ts, etc. as freshly squeezed 
ju ice shall never be m ore th an  th ree  hours old. A ny such juices, the  
am ino n itrogen  and ascorbic acid con ten t of w hich is below the  lim its 
indicated  in A rticles 453, 454, and 455, shall be considered adu ltera ted .

Article 457—T h e term  “Tomato Juice” m eans the  juice obtained 
by pressing the fruits of Licopersicom esculentum, Mill, in a hot medium, 
w ith  o r w ith o u t the  add ition  of sa lt (1 per cent) w hich p rio r to 
cann ing  m ay be sub jected  to  hom ogenization  and sterilization . A ver
age percen tage com position : w a te r  95 ; pro te ins 1; fats 0.2; assim ilable 
carbohydra tes 3 ; crude fiber 0.2; ash 0.2; acids calculated as citric 
acid 0.6; density  at 15°C .: 1.028.

Article 458—T he term  “Grape Juice” m eans the  juice obtained by 
p ressing  different varie ties of grapes, from  w hich the po tassium  b ita r
tra te  m ay have been rem oved. Alcohol m ay be to lera ted  in an am ount 
n o t exceeding 1 per cent by volum e, and su lfu r dioxide in an am ount 
no t exceeding 80 mg. per liter. P ercen tag e  com p osition : w a te r  73 to  
82; p ro te ins 0.2 to  0.5; fats 0.6 to  1.1.; assim ilable carbohydrates 17 to 
25 ; ash 0.2 to  0.4.

Article 459—T he term  “Fermented . . . .  Juice” including the 
nam e of the  fru it from  w hich th e  p rod uct has been obtained, m eans
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any  n a tu ra l ju ice th a t m eets the specifications of th is Code, w hich has 
been sub jected  to  alcoholic ferm entation .

S atu ra tion  w ith  carbon dioxide, th a t m ust m eet the specifications 
fixed in A rticle  425 hereof, shall m ake it necessary  to  label the  
p roduct "Artificially carbonated.”

Fermented vegetable juices prepared in a fashion different from  the  
m anner indicated hereinbefore shall be considered artificial and shall 
be labeled as such in le tte rs  of the  sam e size, type, and color as are 
used to  designate the  product.

Fermented vegetable juices shall m eet the  follow ing specifications:
1. No alcohol m ay be added to  them , b u t to  acid fru its , sugars 

m ay be added in an am ount sufficient to raise the  alcohol con ten t by 
2 per cent.

2. T he percen tage volatile acid ity  m ay not exceed 4.2 ml. of 
norm al alkali and th e  sulfu r dioxide retained by the  p rod uct m ay  no t 
exceed 150 p.p.m.

3. T hey  shall no t be a lte red  or have ex traneous flavors or arom as.
4. T hey  shall not contain ex traneous m atters, regard less of 

w h eth er or no t th e  sam e have been added to  enhance the na tu ra l 
characteristics of th e  juice, artificial sw eeteners, essences, or prohibited 
colors.

Article 460— "Date Juice,” im properly  called “D ate  H oney ,” is the 
p roduct ob tained by pressing  ripe .m uscat date, w hich are usually  
packed in w eed baskets.

Ice
Article 461— The term  "Ice” alone, without an additional definition, 

m eans the  product th a t form s w hen still potable w a te r  freezes. I t  is 
opaque w hen in blocks, and tran slu cen t w hen in th in  plates, tu rb id  
w hite  or m ilky in appearance (dull or opaque ice ; la ten t heat of fusion : 
^  kilocalories per k ilo g ram ).

T he  te rm  "semi-transparent ice” or "clear ice” m eans ice prepared 
from  w a te r w hich is chem ically and bacterio logically  potable, b u t has 
been m echanically ag ita ted  du ring  th e  freezing process. T h is type of 
ice is tran sp a ren t th ro ug hou t, except in its cen tra l nucleus w hich is 
opaque.

T he  te rm s “Crystal Ice” and “Sterile Ice” m ean a product prepared 
exclusively from  distilled w a te r from  which the  a ir  has been rem oved. 
I t  shall be tran sp a ren t th roughou t.
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N o type of ice m ay be nam ed w ith  the  im proper designation 
“chem ically pure ice.”

Article 462— Ice factories shall possess separate  processing and 
m achine room s, b u t the tw o room s m ay a t tim es be com bined for 
reasons of ven tilation . T he  prem ises shall m eet the  general standards. 
In  population centers w here no runn in g  w a te r is available ice 
factories shall be provided w ith  potable w a te r  sto rage tanks w ith  a 
capacity  sufficient to  satisfy  the  needs of the  estab lishm ent.

Article 463— On ice delivery vehicles, and in invoices, announce
m ents, advertisem ents, business sta tionery , etc. in w hich reference 
is m ade to  ice, the  type of ice shall be nam ed clearly  according to  the 
m anufac tu ring  process used.

A ny ice found in circulation or for sale w hich has been prepared 
un der poor conditions o r w ith  contam inated  w a te r  shall be destroyed 
forthw ith .

Article 464— T he term  “Dry Ice” or “Carbonic Snow ” m eans 
solidified carbon dioxide the p u rity  of w hich m eets the  s tan dards 
fixed in A rticle  440 (Specific g rav ity : 1.1 to 1.5, depending upon the 
m anufac tu ring  p ro c e ss ; te m p e ra tu re : m inus 78.4° C .; la ten t heat of 
fusion, including the  chilling action  of the  cold gas produced shall be 
equal to  158 calories per k ilo g ram ).

Article 465—T he term  “Eutectic Ice” m eans solutions of sodium  
chloride or calcium  chloride w hich w ere frozen a t th e ir  eutectic  po in t 
(m inus 21° to  m inus 26° C.).

Ice Creams, Sherbets and Cold Beverages

Article 466—T he generic nam e “Ice Cream” (ice, sherbet) means 
any  p rod uc t w hich has been prepared by freezing liquid m ix tures 
consisting  of m ilk, condensed m ilk, evaporated  milk, pow dered milk, 
b u tte r, cream , fru it ju ices or fru it syrups, fresh, preserved o r powdered 
eggs, egg yolk, cocoa, coffee, na tu ra l and candied fru its, chocolate, 
sugars, honey, m olasses, g ra ted  coconut, w alnu ts, alm onds, filberts, 
peanuts, au thorized  colors, arom atics and o ther perm itted  substances. 
These products m ust be sold in a solidly frozen state.

Sherbets contain less su g a r than  ice cream s. Som e kind of alco
holic beverage is usually  added to  them , and a t the  tim e of sale th ey  
have the  appearance of a  fro th y  cream , for w hich purpose beaten  egg
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w hite w ith  su g ar or an au thorized  th ickener (A rticle 561) m ay be 
added to  them .

Article 467— T he m ilk and cream  used in m ix tures com posed of 
m ilk, cream  and eggs and in tended  for the  prepara tion  of ice cream s 
shall first be pasteurized  or boiled. Ice cream s m ay contain  w ith o u t 
a declaration  up to  1 per cent of a stabilizer, such as po ta to  starch, 
cornstarch , edible gelatin , sodium  caseinate, pectin , agar-agar, carob 
bean pow der, gum  A rabic, gum  K araya, gum  T rag acan th , o a t gum , 
sodium  alg inate, edible m oss and authorized  album ens.

T he  in sta lla tion  of ice cream  factories in dw elling houses, garages 
and basem ents is proh ib ited .11

Article 468—Ice cream factories shall no t only com ply w ith  the 
general health  regulations, b u t shall also m eet the  follow ing specific 
requirem ents :

1. T hey  shall have a processing room  separated  from  the premises 
used for o ther purposes (kitchen, pan try , dorm itory, shed, sto rage 
room , etc.). T he  processing room  shall have a flat ceiling ; a w a te r
proof floor; a socle a t least 1.80 m in he igh t m ade of tiles, m arble or 
a sim ilar m aterial ; adequate sinks to  w ash app ara tu s and utensils 
w ith  runn in g  ho t and cold w a te r  and provided w ith  drains th a t lead to  
a sewer, a septic tank , o r a g u tte r. Ice cream  freezers, scoops and 
o ther u tensils shall before and a fte r each operation be w ashed care
fully and rinsed with hot potable water. The tables used to prepare and 
m anipulate  cream s and syrups shall have tops m ade of m arble, tiles, 
or o ther adequate m aterials. In  estab lishm ents w here ice cream s, 
sherbets and sim ilar products are prepared for d irect sale to  the  public, 
the products may be frozen on premises open to the public provided th a t 
the freezing in sta lla tion  m eets all the  requirem ents of hygiene and 
safe ty ;

2. T hey  shall have a room  for the sto rage of raw  m ateria ls th a t 
is alw ays well m ain tained and kep t orderly  and clean.

The name Ice Cream Parlor (“Heladería” ) designates any establish
m ent a t w hich ice cream s are sold and which may or may no t be con
nected w ith  ano th er business. Ice cream  parlo rs m ay sell only ice 
cream s prepared a t officially licensed factories, by personnel w ho m eet 
the requirem ents for food handlers fixed in A rticle  13 of the  p resen t 
Code (uniform , and health  certificate).

11 N ote of the tran sla to r: Logically
this sentence belongs in A rticle 468.
PA G E 376 FOOD DRUG COSMETIC LAW JOURNAL----JU N E , 1962



Article 469— T he nam e Ice Powder m eans any  p rod uct com posed 
of m ilk solids, sugars, salts, au thorized  arom atics, and up to  2 per cent 
of stab ilizer (gelatin , alg inates, etc.). T he m oisture in such pow ders 
m ay no t exceed 5 per cent. T h ey  shall contain m ilk solids in  a p ro
portion  of no t less than  45 per cent, of w hich a t least 10 per cent shall 
be m ilk fat.

T he  nam e “Ice Cream Powder” m eans any  product of a  sim ilar 
com position, the  m inim um  m ilk solid con ten t of w hich shall be 55 per 
cent, how ever, of w hich 25 per cent shall be m ilk fat.

T he  labels used for bo th  products shall give in structions fo r the 
p repara tion  of ices and ice cream s.

Article 470— A ny ice cream s, sherbets and sim ilar p roducts in 
sto rage, circulation, or p repara tion  shall be free from  pathogenic 
bacteria , especially the  Mycobacterium tuberculosis, Brucella sp., Salmo
nella and Bacillus coli. Ice cream s prepared  from  acid fru its  m ay con
ta in  nonpathogen ic bac teria  in am ounts no t exceeding 10,000 p e r gram  
(the  count to  be m ade on p la tes) and those prepared  from  o th e r fruits 
(bananas, strawberries, etc.) may contain 50,000 nonpathogenic bacteria, 
w hile th e  bacteria l count of ice cream s prepared  w ith  m ilk m ay no t 
exceed 200,000 nonpathogen ic bacteria  per gram .

P ro du c ts  th e  nam es of w hich indicate or im ply th a t they  contain 
eggs shall con tain  no t less th an  four egg yolks per kilo and no t less 
th an  1 per cen t of cholesterol.

P ro d u c ts  the  nam es of w hich indicate o r im ply th a t th ey  contain 
m ilk shall contain w hole m ilk in an am ount of no t less th an  60 per cent.

P ro du c ts  the  nam es of w hich indicate o r im ply th a t th ey  contain 
fru its, or p a rts  of fru its , shall contain the  fru it or fru its  nam ed in an 
am o u n t of n o t less th an  10 p e r cent.

P ro du c ts  th e  nam es of w hich indicate or im ply th a t th ey  contain 
dried fru its , nu ts , alm onds, etc., cocoa o r chocolate, shall contain 
these  substances in an am ount of no t less th an  5 per cent.

P ro d u c ts  w hich bear the  nam e of a specific food o r beverage 
(m ilk, rum , b rand y  ice, etc.) shall contain the  substance nam ed in 
th e ir  denom ination.

E ssences and coloring m atte rs  m ay  be used in ice cream s, 
sherbets and sim ilar p roducts only if the sam e are nam ed, advertised  
and  sold as “fancy” (“de fantasia”). An exception is m ade for fru it
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ices and sherbets the color of w hich m ay w ith o u t a declaration  be 
reinforced w ith  an au thorized  dye.

Ice cream s, sherbets and sim ilar p roducts are proh ib ited  from  
being p re p a re d :

1. w ith  w a te r  th a t is no t potable ;
2. w ith  m ilk the  acid ity  of w hich, expressed as lactic acid, exceeds

0.18 per cent, or w ith  cream  w hich ti tra te s  m ore than  O’.45 per cent of 
acid ity  expressed as lactic a c id ;

3. w ith  raw  m ateria ls w hich do no t m eet the  stan dards fixed in 
th is  Code or w hich o therw ise are no t su itable for the use for w hich 
th ey  are in te n d e d ;

4. in con tainers the  lin ing of w hich is im perfect o r has dis
appeared in p a r t or in w hole ;

5. on inadequate prem ises, w ith  defective equipm ent o r by  per
sonnel th a t is no t in good health  or o therw ise fails to  m eet the  con
ditions fixed in A rticle  13 of th is  Code.

Article 471—T he nam es listed here in after shall designate th e  
follow ing p ro d u c ts :

1. American type ice cream— a prod uct w ith  a base of fresh cream , 
sug ar and arom atics, w hich shall contain m ilk fa t in a  proportion  of 
no t less th an  6 per cent. S traw berry , orange, lem on and o ther fru it 
ice cream s shall correspond to  th e ir nam es and contain the  elem ents 
of the  fru it w hose nam e they  bear.

2. Frozen Custards, Cream Ices—  of vanilla, chocolate, Portuguese 
cream , R ussian  cream , etc. T hese  are p roducts m ade from  w hole milk, 
w ith  or w ith ou t cream , eggs, sugar, arom atics, to  w hich, depending 
upon th e ir  nam e, o ther substances perm itted  by th is Code m ay be 
added. T hey  shall contain m ilk fa t in an  am ount of n o t less th an  
2 per cent. T he products prepared w ith  m ilk to  w hich cream  has been 
added are called “ F rench  ice cream s” {“mantecados”) and shall con
ta in  m ilk fa t in an am ount of no t less th an  4 per cent.

3. F ruit Ices  (peach, straw berry , pineapple, etc. ice) : T he raw  
m ateria ls used for these  ices shall include the  juice, ex trac t a n d /o r  
pulp of the  fru it nam ed, w ith  or w ith o u t the  addition of m ilk or 
cream  and sugar.
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4. Special type ices (chocolate, coffee, R ussian  cream , etc.) : T he 
com position of these ices shall com ply w ith  the  form ula registered  
w ith  the  health  departm ent.

5. Sundae: T his is a dish prepared w ith  one or several ice cream s 
o r frozen custards arranged  in  a bowl o r on a p late  and decorated 
w ith  fru it juices or syrups, w hipped cream , fresh or preserved fruit, 
chocolate, nu ts, alm onds, etc.

6. Ice cream soda: T his is a  cold beverage prepared by com bin
ing  in a  glass a portion  of ice cream  and carbonated  w ater, to  w hich 
o th e r ingred ien ts m ay be added.

7. Milk Shake: A  cold beverage prepared  in the  sam e m anner as 
ice cream  soda, in w hich m ilk is used instead of the carbonated  w ater 
and  w hich is shaken in a m echanical blender.

8. Water Ice: A  sherbet which looks g ranu lated  as the resu lt of 
th e  freezing m ethod or because it contains crushed ice.

9. “Leche Merengada”: ( “M eringue M ilk”) a cold beverage pre
pared  w ith  m ilk, lem on peel, sugar, egg  w hite  and ice, all shaken in a 
m echanical blender.

10. “Mazagrán” : A cold beverage w ith  a base of a coffee infusion 
to  w hich sugar, slices of lem on and crushed ice have been added.

11. Iced Tea, Iced Maté: Cold beverages prepared w ith  infusions
of tea  or m até, slices of lemon, su g ar and ice.

12. Claret Cup or “Maitrank”: A  cold beverage prepared w ith
w ine, carbonated  w ater, crushed ice and slices of fruit.

13. Cocktail: A  cold d rink  p repared  by m ix ing in a shaker several 
alcoholic beverages and ice to  w hich fru it juices, syrups or chunks of 
fru its  and arom atics m ay be added.

14. “Sangria”: A  cold beverage prepared  w ith  w ine and w ater,
to  w hich pieces of fru its  m ay be added.* [The End]

* T h e  F ood  L aw  In s titu te  has a  num
b er of copies of the Official Revised 
Spanish E dition  of the L atin-A m erican 
F ood Code as adopted  by the  Seventh- 
L atin -A m erican  Chem ical C ongress on 
A pril 3, 1959 and  published in A ugust 
1960.

A nyone in terested  in securing a  copy 
of this Spanish E dition  m ay do so 
while the supply lasts by sending a 
check in the sum  of $7.50 to' T h e  Food 
L aw  Institu te , Inc. 205 E as t 42nd 
S treet, New Y ork  17, N ew  Y ork.
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The Interstate Ingredient 
of Section 304 (a)- 

Federal Food, Drug, Cosmetic Act
By NORMAN E. MATTEONI *

This Article First Appeared in the March, 1962 Issue of the Notre 
D a m e  L a w y e r  and Is Reprinted Here with Permission. Mr. 
Matteoni Is a Member of the Junior Staff of that Magazine.

IN T H E  S C IE N C E  O F  M A T H E M A T IC S , there exists the maxim 
th a t the w hole is equal to  the sum  of all of its parts. R ecently , 

the  U nited  S ta tes C ourt of A ppeals, Second C ircuit,1 adopted  th is 
principle to  expand th e  scope of the  in te rs ta te  com m erce requisite  of 
Section 304(a) of the F ederal Food, D ru g  and Cosm etic Act. T h is 
section concerns the  grounds and ju risd ic tion  for seizure un der the 
A ct. T he p ertinen t p a rt thereof reads :

A ny article of food, drug, or cosm etic tha t is adu lterated  o r m isbranded 
w hen in troduced into o r w hile in in te rs ta te  com m erce or while held for sale 
(zvhether or not the first sale) after shipment in interstate commerce, or w hich m ay 
not, under the provisions of Section 404 or SOS, be in troduced into in te rsta te  
com m erce, shall be liable to be prosecu ted  against while in in te rs ta te  com m erce, 
o r at any tim e thereafter, on libel of inform ation and condem ned in any d istrict 
court of the U nited  S tates w ith in the jurisd iction  of w hich the article is found.2

In  the  case before the  Second C ircuit, there  had been in te rs ta te  
and foreign shipm ents of various vegetab le and olive oils to  the
A. M. S. P ack ing  Com pany in O zone P ark , New York. A t th a t point, 
the oils w ere blended and packaged under the  label, “25 per cent pure 
olive oil.” U pon shipm ents to  Syracuse, the oil w as seized by the 
governm ent and found to  contain little  or no olive oil. T he  question

* T h e  A uthor w ishes to express his appreciation  to  Jo hn  B. Buckley, A sso
ciate Legal Counsel, M iles L aboratories, Inc., E lkhart, Indiana, for his tim e and 
assistance in this subject m atter.

' United States v. 40 Cases, More or Less, of Pinocchio Brand Oil, 2 F ood D r u g , 
C o s m e t ic  L a w  R eports 7650, 289 F. 2d 343 (CA-2 1961); cert, den., 30 U. S. Law  
W eek  3113 (U . S. Oct. 10, 1961).

2 Federal Food, D ru g  and Cosm etic Law , Sec. 304(a), 52 S tat. 1044 (1938), 
as am ended by 62 S tat. 582 (1948), 21 U. S. C. Sec. 334(a) (1958). (E m phasis  
added to  indicate new  language of the 1948 am endm ent.)
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before the C ourt of A ppeals w as w h e th e r Section 304(a) authorized 
the  U nited  S ta tes to  seize and proceed against m isbranded 3 cases of 
“P inocchio” blended oils, m ixed en tire ly  w ith in  the  s ta te  of N ew  Y ork 
from  com ponents, shipped in in te rs ta te  com m erce under proper label
ing. Chief Judge L um bard , reversing  the decision below ,4 answ ered : 
“T he appellee w ould have us hold here th a t the  b lending of the  oils 
w hich had been transp o rted  in in te rs ta te  com m erce took the final 
p roduct ou t from  under federal regu lation  although  each of its 
separate  com ponents w as being held for sale a fte r sh ipm ent in in te r
s ta te  com m erce. W e do no t agree .” 5

T his decision represen ts an ever b roaden ing  in te rp re ta tion  of 
w h a t constitu tes in te rs ta te  com m erce,6 as the  Food and D ru g  A d
m in istra tion  seeks to  extend the range of the  federal Act.

F ederal legislation in th is area first cam e at the u rg ings of 
m uckrak ing  such as th a t of U p to n  S incla ir’s The Jungle and the mili
ta n t in te rest th a t Dr. H arvey  W . W iley , chief chem ist of the  U nited  
S ta tes D ep artm ent of A gricu ltu re  from  1883 to  1912, took in the  sub
jec t of adu ltera tion  of food and drink. T he P u re  Food and D rug  
A ct w en t in to effect on Jun e  30, 1906, and continued in force w ith  the 
help.of various am endm ents un til Jun e  25, 1938.7 “ [P jro fo u n d  changes 
in m ethods of m anu fac tu ring  and selling goods and d ru g s” 8 neces
sita ted  the  enactm ent of an en tirely  new  law. T he p resen t F ederal 
Food, D ru g  and Cosm etic A ct took a com prehensive look a t the  sub
jec t and no tib ly  expanded coverage to m edical devices and cosm etics.9

T he  valid ity  of federal food and d ru g  law  rests  on the  com m erce 
clause of the  C onstitu tion , A rticle I, Section 8.10 C ongress holds the

3 Section 403(a), 52 S tat. 1047 (1938), 
21 U. S. C. Sec. 343(a) (1958) states 
th a t food shall be deem ed m isbranded 
“if its labeling is false or m isleading in 
any particu lar.” F o r a  fu rth e r discus
sion of w hat constitu tes m isbranding, 
see 26 N o tr e  D a m e  L a w y e r  706 (1951).

4 188 F. Supp. 290 (N . D. N. Y. 1960).
5 Case cited at footno te 1, at p. 345.
“ Section 201(b), 52 S tat. 1040 (1938),

21 U. S. C. Sec. 321(b) (1958) defines
in te rs ta te  com m erce a s : “ (1) com m erce 
betw een any S ta te  or T e rrito ry  and any
place outside thereof, and (2) commerce 
within the District of Columbia o r within 
any o the r T e rrito ry  not o rgan ized w ith
a legislative body.”

1 Arthur, T h e  L e w  o f  D r u g s  and  D r u g 
g is ts , 286 (4th ed. 1955). F o r a  list of 
the  am endm ents to  the P u re  Food and 
D rug  A ct of 1906, see T oulm in, L a w  o f  
F o o d , D r u g s  and  C osm etics  Sec. 3 (1942).

8 F ro m  S enator Copeland’s report to  
the S enate on M arch 15, 1934, 78 C o n 
g re ss io n a l R e c o rd  4758 (1934).

9 See Toulm in, cited at footno te 5, 
Sec. 7 for a  resum e of the p rim ary  dif
ferences betw een the A cts of 1906 and 
1938. See generally  “D evelopm ents in 
the  law—T he F ederal Food, D ru g  and 
Cosm etic A ct,” 67 H a r v a r d  L a w  R e v ie w  
632 (1954).

10 M c D e r m o tt  v. W isc o n s in , 228 U. S. 
115 (1913); H ip o lite  E g g  C om p a ny , v. 
U n ite d  S ta te s , 220  U. S. 45 (1911).
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rig h t not only to  regu la te  in te rs ta te  com m erce, b u t also possesses full 
pow er to  keep the  channels of such com m erce free from  the  tra n s 
portation of harm ful and illicit articles.11 Since the purpose of the Act 
is to  p ro tec t the  public health , the  courts  have consisten tly  declared 
th a t it  should be given a liberal construction .12 T he decision of Kordel 
v. United S ta te s13 issues a w arn ing  against the creation of loopholes 
a t the expense of public protection.

Predecessors of Section 304(a)
Section 10 14 of the orig inal ac t addressed itself to  the  problem  of 

federal ju risd ic tion  in seizure of adu ltera ted  or m isbranded food, drug, 
or liquor. In  the early  case of Hipolite Egg Company v. United States,15 
it w as contended th a t Section 10 of the 1906 A ct did no t apply to  an 
article  of food w hich had no t been shipped for sale, b u t w hich had 
been shipped solely for use as a raw  m aterial in the m anufacture  of 
som e other product. T he  Suprem e C ourt refused to  sustain  such a 
p o s itio n :

T he object of the  law  is to  keep adu ltera ted  articles out of the  channels of 
in te rsta te  com m erce, or, if they en ter such com m erce, to condem n them  while 
being transported  or when they have reached their destination, provided they remain 
unloaded, unsold or in original unbroken packages. T hese situations are  clearly sepa
rate, and we cannot unite or qualify them  by the purpose of the ow ner to be 
a sale.16

P rim a facie, one m ay th ink  th a t seizure w as valid only w here 
the goods had been adu ltera ted  before o r w hile in in te rs ta te  com m erce. 
T h is sim ply w as no t so.17 T he  cou rts  appear to  have adopted the 
position  th a t the elem ent of adu ltera tion  of goods, rem ain ing  in the 
orig inal unbroken packages w as independent of the in te rs ta te  tra n s 
porta tion  factor and th a t in te rs ta te  sh ipm ent w as to  be proved as

11 United States v. Cardiff, 95 F. Supp.
206 (E . D. W ash . 1951); United States 
v. Walsh, 331 U. S. 432, 434 (1947) states:
“T h e Federal Food, D rugs, and Cos
m etic A ct rests upon the C onstitutional
pow er resident in Congress to regula te
in te rs ta te  com m erce. T o  the  end tha t 
the  public health  and safety  m igh t be 
advanced, it seeks to  keep in te rsta te  
channels free from  deleterious, ad u lte r
ated and m isbranded  articles of specific 
types, . . .  It is in tha t in te rs ta te  con
tex t th a t the various sections of the 
A ct m ust be viewed.”

“  United States v. Seven Jugs, 53 F. 
Supp. 746 (CA -8 1944).

13 335 U. S. 345 (1948).
“ P u re  Food and D rug  A ct of 1906, 

34 S tat. 771.
15 220 U. S. 45 (1911).
16 Case cited at footno te 15, at p. 54. 

(E m phasis  added.)
17 See sta tem en t of C harles W . C raw 

ford, Hearing Before a Subcommittee of 
the Committee on Interstate and Foreign 
Commerce, H ouse of R epresentatives on 
H. R. 3128 and H. R. 3147, 80th Cong., 
1st Sess. 2 1947): “T h e  old law  au th o r
ized seizure of foods and drugs th a t 
becam e adulterated  o r m isbranded a fte r 
in te rsta te  shipm ent if they rem ained un-
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a condition p receden t.18 T herefo re, the governm ent m ain tained the 
view point th a t goods w hich w ere in an  adu ltera ted  condition a t the 
tim e of seizure w ere sub ject to  libel regard less of w h eth er they  w ere 
adu ltera ted  w hen transp o rted , as long as they  had rem ained in the 
orig inal packages.19

W h en  the  new  law  w as enacted, the  section under consideration 
w as com pletely revised and the  w ords, “unsold, unloaded or in 
orig inal unbroken  packages,” w ere excluded.20 T he new Section 
304(a) 21 contained tw o phrases w o rth y  of particu lar n o te : first, 
“w hen in troduced in to  or w hile in in te rs ta te  com m erce,” and second, 
“w hile in in te rs ta te  com m erce, o r a t any  tim e th e reafte r.” 22 T hese 
phrases will be exam ined in inverse order.

I t  has a lready  been observed th a t the  A ct of 1938 expanded the 
scope of the form er law and th a t it w as generally  in tended to  be 
farth er-reach in g  th an  its predecessor. T he s ta tu to ry  language, “while 
in in te rs ta te  com m erce, or a t any  tim e th e rea fte r” appeared clear. I t 
w as believed th a t these w o rd s :

. . . w ere at least as inclusive as the  language of the old law, “having been 
tran spo rted  [from  one S tate to  an o ther], rem ains unloaded, unsold or in original 
unbroken packages.” T here  is noth ing in the extensive legislative h isto ry  of the 
new  act, including hearings, debates and com m ittee reports, or in the records of 
hearings before A ppropriation  C om m ittees w here th is  kind of enforcem ent w ork  
was discussed, th a t reveals any th ing  b u t approval by the  C ongress and the  reg-

(Footnote 17 continued.) 
loaded, unsold, o r in original unbroken 
packages. T housands of shipm ents of 
foods and drugs th a t becam e filthy, de
based, or de terio rated  after in te rs ta te  
tran sp o rta tio n  w ere seized and con
demned under th is provision and thereby 
w ere prevented  from  reach ing  th e  con
sum ing public. T h e  au tho rity  to  m ake 
seizures in such circum stances w as never 
challenged by court con test.”

18 United States v. 300 Cans of Frozen 
Eggs, 189 Fed . 351, 353 (CA -2 1911): 
“ B u t th e  charge was against the goods 
in th e  original packages afte r tran sp o r
ta tio n  w as over. T he applicable w ords 
of the  A ct are ‘or having been tran s
ported  rem ains unloaded, unsold, or in 
original unbroken packages.’ T he  alle
gations as to  the carriage of th e  goods 
betw een N ebraska and N ew  Y ork w ere 
for the  purpose of show ing th a t they 
were the subject of interstate commerce.”
SECTION 304(a )

19 V incent A. Kleinfield, “ Reflections 
o n  the  M iller Amendment,” 4  F ood D rug 
C o sm e t ic  L aw Q u a r terly  43, 45 (1 9 4 9 ) .

20 Section 304(a), 52 Stat. 1044 (1938) 
read  in  p a rt: “A ny artic le  of food, drug, 
device, o r cosm etic th a t is adu lterated  
o r m isbranded when introduced into or 
while in interstate commerce, or which 
m ay not, under the  provisions of sec
tion 404 o r 505, be in troduced into' in
te rs ta te  com m erce, shall be liable to  be 
proceeded against while in in te rsta te  
com m erce, o r at any time thereafter, on 
libel of inform ation and condem ned in 
any d istric t court of th e  U nited  S tates 
w ith in  the. ju risd ic tion  of which th e  a r ti
cle is found.” (E m phasis added.)

21 W ork cited at footno te 20.
22 See Vincent A. Kleinfield, “The Sei

zure Section of the Federal Food, Drug, 
and C osm etic A c t ,” 2  F ood D ru g  C o s
m e t ic  L a w  Q u a r terly  21 (1947).

PAGE 383



ulated industries of the long-standing  practice of condem ning goods which after 
in te rs ta te  shipm ent becam e ad u lterated  while unsold o r in original unbroken 
packages.23

Phelps-Dodge Situation
B ut w hen a U n ited  S ta tes C ircu it C ourt of A ppeals declared in 

United States v. Phelps-Dodge Mercantile Company that “the fact that 
the food w as adu lte ra ted  w hile held in orig inal packages did n o t show 
th a t it w as ad u lte ra ted  w hen in troduced in to or while in in te rs ta te  
com m erce,” 24 the  seizure of an in te rs ta te  sh ipm ent of goods “a t any 
tim e th e rea f te r” w as no longer possible.

Briefly, the  facts in th a t case w ere th ese : food w as shipped from  
C olorado to  A rizona and there  held in the orig inal packages for m ore 
th an  tw o years. B u t the libel action by the  governm ent did no t sta te  
th a t the  food w as adu ltera ted  “w hen in troduced in to or w hile in in te r
s ta te  com m erce” ; to  the con trary , it sta ted , in effect, th a t the  food 
w as con tam inated  w ith  filth w hile held in the  orig inal packages in the 
appellee’s w arehouse. T he court held th a t the  term s " in te rs ta te  com 
m erce” and “orig inal packages” w ere no t synonym ous. I t  w en t on 
to  say th a t th is “orig inal package” provision of Section 10 of the 
W iley  Food and  D ru g  A ct could no t be read in to Section 304(a) of 
1938 Act, for th a t section had long since been repealed and the  new 
law m ade no m ention of such w ords. By his narrow  construction  of 
Section 304(a), C ircu it Judge M athew s boldly te rm inated  the govern
m en t’s exercise of an au th o rity  w hich had existed (or had been 
th ou gh t to  ex ist) fo r 40 years,25 namely, to seize food and drug products 
th a t becom e adu ltera ted  or m isbranded w hile held for sale after 
in te rs ta te  transporta tion .

I t  is in te restin g  to  note the  decision in United States v. Olsen 26 
which Judge M athew s handed dow n eigh t m onths subsequent to  his 
Phelps-Dodge opinion. H e there  held th a t w here a therapeu tic  device 
w as m isbranded, although  no t in heren tly  dangerous, w hen in troduced 
in to  and w hile in in te rs ta te  com m erce, the  governm ent w as w ith in  its 
r igh ts  to seize and condem n it, despite the fact th a t it w as no longer 
in in te rs ta te  com m erce. In  fact, the device w as in the  hands of an 
individual pu rchaser w ho w as satisfied w ith  it. .

23 H earin g  on H . R. 3128 and H . R. 25 H earing  on H . R. 3128 and H . R. 
3147, cited a t foo tno te 17, a t p. 3. 3147, cited a t footno te 17, a t p. 2. See

241S7 F. 2d 453 (CA-9 1946); cert. den. also 94 C o n g re ss io n a l R e c o r d  134 (1948).
330 U. S. 818 (1946). 26 161 F. 2d 669 (CA -9 1947); cert. den.

332 U. S. 768 (1947).
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C harles W esley  D unn theorized from  th e  Olsen and United States 
v. Sullivan 27 decisions (the la tte r  of w hich is considered below) and 
“the broad concept of ‘in te rs ta te  com m erce’ in o ther federal law s and 
cases, th a t the Com m erce C lause does m ore or less sanction the in 
cidental app lication of th is  act to  a food or d rug  (etc.) w hich becom es 
adu ltera ted  or m isbranded while it is held for in tra s ta te  sale a fte r its 
in te rs ta te  sh ipm ent.” 28

H ad  the Phelps-Dodge fact situation been delayed in presentation to 
Judge M athew s ano th er year or m ore, one m ay speculate th a t legal 
reasoning m igh t have spun its fine theories in ex tend ing  the scope 
of Section 304(a) to  allow an opposite result. Y et, as they  stand, 
th ere  is no inconsistency betw een the tw o opinions of Judge M athew s. 
In  the  Phelps-Dodge case, the point of his concern w as th a t there w as 
neither proof nor a llegation  th a t the  adu ltera tion  had occurred in 
in te rs ta te  com m erce, w hile the  Olsen case, misbranding w as show n to 
have taken  place p rio r to  the  in te rs ta te  shipm ent. I t, therefore, fol
lowed, by g iv ing effect to  the  w ords of the  s ta tu te , th a t th is device 
could be seized “a t any tim e th e rea fte r .” W h a t the judge balked at 
in the  Phelps-Dodge decision is a situation th a t appeared to  be s tric tly  
an in tra s ta te  m a tte r  w ith  no estab lished key in law  to perm it federal 
en trance.29 T he  N in th  C ircu it C ourt of A ppeals had done no th ing  
m ore th an  carefully scru tin ize the m eaning of Section 304(a).

The Miller Amendment of 1948
T he Food and D ru g  A dm in istra tio n ’s reaction to the Phelps-Dodge 

loophole w as im m ediate, the  final resu lt of w hich w as an am endm ent 
to  the  F ederal Food, D ru g  and Cosm etic A ct.30 In  recom m ending the 
am endm ent, it w as no ted  th a t the  Phelps-Dodge decision revealed:

. . .  a  serious defect in the presen t law. Approximately 20 per cent of the 
seizures of adu ltera ted  and m isbranded foods institu ted  during recent years have 
involved adulteration  clearly resu lting  from  unsan itary  conditions and o the r causes

21 U n ite d  S ta te s  v . S u lliv a n , 332 U. S. 
689 (1948).

“ C harles W esley  D unn, “H o use of 
Representatives Bill 4071,” 2 F ood D rug  
C o s m e t ic  L a w  Q u a r terly  284, 290 
(1947). W eigh t is len t to  his argum ent 
by th e  fact th a t th e  Suprem e C ourt in 
th e  S u lliv a n  case, cited at footno te 27, 
at p. 698, cites the O lsen  decision to 
suppo rt the validity  of the A ct’s crim 
inal section 301 (k ).
SECTION 304(a)

M157 F. 2d 4S3, 436 (CA -9 1946): 
“W h eth e r C ongress could have pro
vided in Section 304(a) of the Federal 
Food, D rug  and Cosm etic A ct . . . for 
the  condem nation of any article of food 
th a t is adu ltera ted  while held in original 
packages after being transp o rted  in in
te rs ta te  com m erce need not be consid
ered, since Congress did not, in fact, so 
provide.”

” 62 S tat. 382 (1948).
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during sto rage a fte r interstate! shipm ent. M any o th e r cases w ere such th a t it 
w ould have been im possible to prove th a t contam ination or deterioration  occurred  
before transpo rta tio n  ended. E ven w here th a t fact could have been established 
th rough  investigations, the tim e required to  m ake them  frequently  would have 
been such th a t unfit m aterial w ould have reached the consum ing public.31
F u rth er, th is sam e repo rt com m ents upon a serious enforcem ent 
problem  in the  1938 law  :

M any articles w hich actually  w ere offensive a t the  tim e they  w ere in troduced 
into' in te rs ta te  com m erce will escape seizure because of the im possibility of ob ta in
ing proof p rio r to  distribution  to  custom ers to  show  th a t th e  condition did not 
develop after in te rs ta te  transporta tion . Scientific methods have not advanced to 
the poin t w here they will show  infallibly w hen a pa rticu lar p roduct becam e 
debased. . . .

T he practical reasons for the assertion  by C ongress of its pow er to  the 
ex ten t recom m ended by the com m ittee becom e ap paren t in viewing the  problem s 
of enforcem ent. M ore than  25 billions of do lla rs’ w o rth  of these  com m odities 
annually  flows through the channels of in te rsta te  com m erce. T h e  Food and D rug  
A d m inistra tion  has approxim ately  200 food and d rug  inspectors on  its rolls. T he 
opportun ity  for inspection while the  goods are  in tran s it is quite inadequate. I t  is 
inevitable—at least in the absence of an increase in inspection personnel beyond 
an yth ing  th a t m igh t be considered practicable—th a t the bulk  of F ed eral inspec
tion activities takes place after m erchandise has been tran spo rted  in in te rs ta te  
com m erce and while it is sto red  pending fu rther processing o r disposition to  
consum ers.32

T he am endm ent sough t to  clarify the  phrase, “w hen in troduced 
in to  or w hile in in te rs ta te  com m erce,” by in serting  im m ediately a fte r 
these w ords the follow ing: “or w hile held for sale (w hether or no t the 
first sale) a fte r sh ipm ent in in te rs ta te  com m erce.” T hese  added 
w ords, m inus the paren thetical phrase, are identical to those ap
pearing  in the  1938 crim inal Section 301 (k )33 of the  act. M oreover, 
the  M iller A m endm ent effects changes in th is  la tte r  section 34 to m ake 
it coextensive w ith  th e  new  language of Section 304(a), by including 
acts w hich resu lt in adu ltera tion  as well as m isbranding. F u rth er, 
it adds the  paren the tica l phrase, “ (w hether or no t the  first sa le ),” m ak
ing express w h at had previously  been left to  im plication .35

31 Senate Report No. 1221, U n ite d  S ta te s  
C ode C on g ress io n a l and  A d m in is tr a t iv e  
N e w s ,  80th Cong., 2d Sess., p. 2120
(1948).

33 W ork cited at footnote 31, at p. 2121.
33 Section 301 (k ), 52 S tat. 1042 (1938). 
31 Section 301 (k) as am ended, 62 Stat. 

582 (1948), 21 U. S. C. Sec. 331(k) 
(1958) proh ib its: “T h e  adulteration ,
m utilation, destruction, obliteration, or 
rem oval of the whole or any p a rt of the
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labeling of, or the doing of any other 
act w ith respect to, a  food, drug, device 
or cosm etic, if such act is done while 
such article is held for sale (w h e th e r  or  
n o t th e  f ir s t sa le ) after shipm ent in in te r
sta te  com m erce and results in such a r ti
cle being a d u ltera ted  or  misbranded.” 
(Emphasis added to indicate the amended 
portions.)

See footno te 31, at p. 2121.
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S u l l i v a n  Discussed
T he M iller A m endm ent w as approved and signed in to law  by the 

P residen t on Jun e  24, 1948.30 E arlie r th a t sam e year, the  Sullivan 37 
case w as decided under th e  yet-to -be am ended Section 301 (k ). In  th a t 
crim inal proceeding, a retail d rug g ist in C olum bus, G eorgia had p u r
chased sulfathiazo le tab le ts  from  a d is trib u to r in A tlan ta , Georgia 
w ho had  in tu rn  received them  from  Chicago, Illinois. I t  w as sus
pected th a t he had been selling this drug without a prescription to men 
stationed at nearby F ort Benning for treatm ent of venereal disease. In 
vestigators moved in and on two separate occasions found that the druggist 
rem oved tab le ts  from  th e ir  p roperly  labeled bulk con tainer in which 
th ey  had been transp o rted  in in te rs ta te  com m erce and in w hich they 
w ere th an  being held for resale. H e then  placed them  in a pill box, 
labeled sim ply “su lfa th iazo le” and no t con ta in ing  the s ta tu to ry  
required  directions for use or w arn ings of danger, and sold them  
locally to  custom ers. T he C ourt held th a t Sullivan’s conduct fell 
w ith in  the  language of Section 301 (k) and th a t a literal in te rp re ta 
tion of th is  section w as consisten t w ith  the  general purpose of the  
F ederal Food, D rug  and Cosm etic Act. “I ts  purpose w as to  safe
guard  the  consum er by  app ly ing  the A ct to  articles from the  m om ent 
of their delivery to  the  u ltim ate  consum er.” 38 In  the concluding para 
g raph  of the m ajo rity  opinion, Ju stice  B lack quickly disposed of the 
constitutional objection to the above interpretation by relying prim arily 
on M cD erm ott v. W isconsin,39 a  1913 decision w hich upheld the con
stitu tion al pow er of Congress to  regu la te  the  b rand in g  of articles th a t 
have com pleted th e ir in te rs ta te  journey  and are being held for local 
sale. H e then  offered a brief barrage  of recen t cases as aux iliary  
support.40

Since the M iller A m endm ent m ade Sections 304(a) and 301 (k) 
coextensive, the Sullivan opinion is often 41 cited in support of Section 
3 0 4 (a )’s constitu tional validity.

M94 C on g ress io n a l R e c o rd  9366 (1948).
37 U n ite d  S ta te s  v. S u l l iv a n ,  332 U. S. 

689 (1948). See R ecent Decision, 23 
N o tr e  D a m e  L a w y e r  392 (1948).

38 Case cited at footnote 37, at p. 696.
39 228 U. S. 115 (1913).
40 U n ite d  S ta te s  v. W a lsh , 331 U. S. 432 

(1947); W ic k a rd  v. F ilb u rn , 317 U. S.
s e c t i o n  304(a)

111 (1942); U n ite d  S ta te s  v. W r ig h tw o o d  
D a iry  C o m p a n y , 315 U. S. 110 (1942); 
U n ite d  S ta te s  v. D a rb y , 312 U. S. 100 
(1941); U nited  S ta te s  v. O lsen , 161 F. 2d 
669 (CA-9 1947).

" F o r  exam ple, U n ite d  S ta te s  v . 4 
D evices, L ab e led  in  P a r t  " C o lo r -T h e r m ,” 
176 F. 2d 652 (CA -10 1949.)
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The Expanding Interpretation of Section 304(a) 
of the Miller Amendment

A lthough  the  M iller A m endm ent w as precip ita ted  by the  Phelps- 
Dodge decision, it w en t m uch fu rth e r th an  m erely filing th is breach in 
the adm in istra tion  of the  A ct. I t  is to  be observed th a t a proscribed 
article  rem ains un der the  am bit of the  1948 Section 304(a), despite 
the num ber of sales th a t occur in in tra s ta te  com m erce. As long as 
th e  in te rs ta te  orig in of the  article  can be traced  in its travels of sale 
and resale w ith in  a state , it appears th a t the  governm ent m ay extend 
its  reach over th a t article.

T he trem endous au th o rity  intended to be granted to the Food and 
D rug  A dm in istra tion  is m ade evident by  the  follow ing inqu iry  du ring  
a hearing  before a subcom m ittee of the H ouse C om m ittee on In te r 
sta te  and F oreign  C om m erce:

M r. Hale. U n d er th is language as draw n there is no  lim itation at all as to 
Federal jurisd iction  until the goods reach the u ltim ate purchaser, is there?

Mr. C raw ford. T h a t is righ t, and th a t was on the assum ption th a t the hap
pening of evil th ings to  these goods w hich orig inate in in te rsta te  com m erce 
reacts unfavorably  upon the in te rsta te  dem and for those goods.* 42 *

M r. Craw ford, la te r in th is  sam e in terrogation , a d d e d :
Congress unquestionably  has the au thority  to  m aintain  these goods in a state  

of lily-w hite purity  up to the tim e the in te rs ta te  vehicle stops rolling; b u t if tha t 
is all the au thority  Congress has it m ay be futile to exercise that au thority  because 
it cannot pro tect the consequences of the regulation by preventing the evil things 
happening to  the goods after the in te rs ta te  jou rney  has ended. I t  seem s to us 
to  be a kind of negation of the beneficent effect of tha t au thority  while in te rsta te  
tran spo rta tio n  is in course, to  say th a t noth ing could be done to' carry  out the 
purpose of C ongress and to b ring  it to  fruition, the purpose being the protection  
of th e  ultim ate consum er of goods from  in te rs ta te  sources.42

Before exam ining the case h is to ry  subsequen t to the  M iller 
A m endm ent, a m om ent should be taken to  pick up an early th read  in 
the p a tte rn  of expanding in terp re ta tion . In  O ctober of 1948, the 
Suprem e C ourt declared th a t the  separate  sh ipm ent of m achines and 
leaflets did no t p reven t the  m achines, w hen the  leaflets, con tain ing 
false and m isleading sta tem en ts, w ere a ttached  thereto , from  being 
sub ject to  condem nation under the  1938 version of Section 304(a).44 
T his reversed the  decision of the  court below.45 I t  appears th a t the  
Court, w ell aw are of the  scope of the  1948-designed Section 304(a),

42 H earing  on H . R. 3128 and H . R. 11 U n ite d  S ta te s  v. U rb e te it, 335 U. S.
3147, cited at footno te 17 at p. 19. 355 (1948).

42 See footnote 42. 45 U rb ete it v. U n ited  S ta te s  164 F  2d
245 (CA-5 1947).
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offered a  liberal in te rp re ta tion  of the form er language to  m ain tain  
consistency.

T h is  sam e question, under the new section, w as given fu rther 
stu dy  in United States v. 4 Devices, Labeled in Part “Color-Therm” 46 47 
and Lee v. United States.*1 In  the form er case, one Lee w as a 
d is tric t salesm an in O klahom a of therapeu tic  devices, w hich had 
been shipped to  him  from  a Dr. G erkey of M ission, K ansas. T he 
device itself w as a wooden cabinet, w ith  various tubes on the  top  and 
electrical connections needed to  operate  it. W hen  a person, seeking 
relief th ro ug h  th e  m achine, properly  positioned his bare feet on the 
cabinet tubes and elevated his head to  the righ t level, he could see 
neon ligh ts flashing in pinball m achine-like fashion, as he m assaged 
w ith  the  applicator. Copies of in struc tions concerning the device w ere 
typed  in O klahom a from  a m aster circular furn ished to Lee by the 
K ansas doctor. T hese  papers contained false and m isleading s ta te 
m ents as to  the  efficacy of the  device. C onsequently, it w as here 
th a t the governm ent had to  find a nexus to  estab lish  m isbrand ing  of 
the  m achine. Section 201 (m ) of the  s ta tu te  s ta ted  c learly : “T he
te rm  ‘labeling’ m eans all labels and o ther w ritten , prin ted , or g raph ic 
m a tte r  (1) upon any  article  or any  of its con tainers or w rappers, or 
(2) accom panying such artic le .” 48 B u t the  instructions ne ith er accom
panied the  devices in in te rs ta te  com m erce from  K ansas nor w ere they  
affixed to  the  devices w hile in L ee’s possession. T he evidence sim ply 
show ed th a t w hen Lee m ade a sale, he w ould fold a copy of the 
in struc tions un der the tubes before delivery to  the custom er. Never
theless, th e  court found th a t “tex tu a l” ra th e r  than  physical a tta ch 
m ent w as significant; it was sufficient that the instruction supplemented 
or explained the  devices. W ith  little  ado it  w as then  d ec la red : 
“T he  devices w ere m isbranded w hile held for sale a fte r sh ipm ent in 
in te rs ta te  com m erce.” 49 T he sam e court fu rth e r expanded its view  in 
th e  Lee case (a fte r Color-Therm w as rem anded and the d is tric t court 
susta ined  a m otion by  the  U nited  S ta tes for sum m ary judgm en t, th is 
appeal w as prosecu ted) by finding th a t the article  “ is sub ject to seizure 
a t any  tim e, th e  fact th a t a t the  tim e of seizure the false label is not 
upon the  device or does no t accom pany the  device does no t purge the 
device of its p rio r false labeling or render it im m une from  seizure and 
condem nation.” 50

46 176 F. 2d 652 (CA-IO 1949). 49 U n ite d  S ta te s  v. C o lo r -T h e rm , 176 F.
47 187 F. 2d 1005 (CA-IO 1951). 2d 652, 654 (CA-10 1949).
48 Section 201 (m ), 52 S tat. 1041 (1938), 50 L e e  v . U n ited  S ta te s , 187 F. 2d 1005,

21 U. S. C. Sec. 321 (m ) (1958). 1007 (CA-10 1951).
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T he  case of United States v. Allbrook Freezing & Cold Storage,61 
decided in 1952, bears a stron g  sim ilarity  to  the  Pinocchio case. H ere, 
though, the artic les in question, raw  straw berries, w ere alleged to  be 
adu ltera ted  before in te rs ta te  sh ipm ent and la te r processed and pack
aged in th is  condition. B ut, th e  po in t to  g rasp  is th a t the  court 
refused to  recognize th a t processing and packaging of the straw berries 
created a new product “w hich cannot be seized unless and un til it 
m oves in in te rs ta te  com m erce in its  changed form . If th is  w ere a 
sound view, and adu ltera ted  constituen ts of processed products could 
be seized only w hen in th e ir  unprocessed form , the enforcem ent of the 
act w ould be easily defeated .” 52 Seizure w as no t p rem atu re ; it w as 
enough th a t the  ingred ien ts of raw  straw berries w ere adu ltera ted  
while in in te rs ta te  com m erce.

Aftermath of Flood Produces Interesting Case
T he devasta tion  of the  1951 M issouri flood produced an in te res t

ing  food and d rug  case,63 th e  concern of which w as the m eaning of 
“while held for sale.” C laim ant to  the  ensu ing  libel action w as the 
ow ner of a large q u an tity  of distilled sp irits  w hich w as sto red  and 
held for sale in the  L ast Chance T avern  and Shaw nee Club. A t the  
advance of the  rising  w aters, the  tavern  and club w ere closed; and 
while closed they  w ere engulfed by the deluge, which covered the  
sto red  bo ttles w ith  filth and m utila ted  th e ir  labels. Several days a fte r 
the  w aters  had subsided, claim ant w ashed the  bo ttles  and rem oved 
them  to  tw o residences in K ansas City, M issouri, w here they  w ere 
la ter seized. T he issue presen ted  w as w h eth er the in tox ica ting  
beverages w ere adu ltera ted  and m isbranded by the  flood w ate rs  while 
“held for sale” and therefore sub ject to  fo rfeitu re un der Section 
304(a), inasm uch as th e  im m inence of the  flood forced a closing of the 
tav ern  and club. T he  d istric t cou rt found th a t there w as no con ten
tion  by  the  claim ant th a t he in tended to  cease business o r abandon 
th e  goods in question. T herefore,

. . . th e  only conclusion to be reached is tha t from  the  tim e the floodw aters 
descended until the liquor was rem oved from  the above prem ises they becam e 
and w ere adulterated  and m isbranded  w ith in  the m eaning of the Federal Food, 
D ru g  and Cosm etic A ct . . . , w hile being “held fo r sale.” T h e rem oval of such 
liquor from  the prem ises w here it was so held, after its adulteration  and m is
branding, did not w ithdraw  such liquor from  the am bit of the Act.* 51

51194 F . 2d 937 (CA-S 1952). 53 U n ite d  S ta te s  v . 1,800.2625 W in e  G al-
”  Case cited at footno te 51, a t p. 939. Ians o f  D is tille d  S p ir i t s , 121 F. Supp 735

(W . D. Mo. 1954).
51 Case cited at footnote 53, at p. 738. 
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I t  is no t the  ho ld ing for sale a fte r adu ltera tion  bu t the adu ltera tion  or 
m isbrand ing of the  article  “w hile held for sale (w hether or no t the 
first sa le )” a fte r  in te rs ta te  tran sp o rta tio n  th a t sub jects the goods to 
im m ediate forfeiture.

A few years la te r a U n ited  S ta tes d is tric t court in Pennsylvania 55 
concerned itself w ith  th is sam e problem  of w hen an article  is held for 
sale, and  it  cited United States v. 1,800.2625 W ine Gallons 56 as con
trolling. T he Food and D ru g  A dm in istra tion  had charged th a t the 
pills dispensed by  the  H oxsey  Cancer Clinic in P ortage, P ennsylvania 
w ere m isbranded by  leaflets and p rin ted  m a tte r  w hich explained the 
d ru g ’s usefulness. T he m edications, located in the d ru g  and steriliza
tion room s, w ere seized w hile in th e ir o rig inal con tainers from  w hich 
they  w ere even tually  to  be transfe rred  to  sm all envelopes for d is trib u 
tion to  patien ts. A t the  sam e tim e, the lite ra tu re  in question, found 
in the  entrance hall of the  clinic, w as seized. T he  cou rt determ ined 
th a t w here p rin ted  or graphic m a tte r  is used in the  d istribu tion  or 
sale of the  d ru g  to  explain its  use and effectiveness, it m ay be con
sidered labeling w ith in  the act, even though  there  is a separation  
betw een the  artic le  and the  p rin tin g .57 B ut the claim ants u rged  th a t 
the drugs w ere no t in tended for sale in the s ta tu to ry  sense, b u t for 
prescrip tion  by physicians in p u rsu it of a local practice of medicine. 
T he  a rgum en t w as lost upon the c o u r t :

I t  m ay be th a t physicians are not understood  as holding for sale the drugs 
w hich they m ay adm inister or prescribe in connection w ith their trea tm en t of 
patients. B ut poten tiality  of harm  to the public from  m isbranded drugs is not less 
because th e  in terven ing  agency of distribution  m ay be a physician ra th e r than  a 
laym an. T h e  term s “w hile held for sale” have been given an expansive ra th e r 
than  a technical construction. . . .  I t  is not the holding for sale in a technical 
sense w hich gives rise to  th e  federal ju risd iction  in cases arising under Section 
304(a) b u t the  fact th a t the channels of com m erce have been used.'8

T h e  above selection of cases m anifests a p ersis ten t forw ard push 
by the  Food and D rug  A dm inistra tion . T he act has been extended 
to  an ever g rea te r  control of goods w hich have been shipped in in te r
s ta te  com m erce, b u t w hich a t the  tim e of the  governm ent's seizure 
have ended th e ir tran s-s ta tes  travel. H ow ever, there are lim its to 
how  far the governm ent m ay reach in to a s ta te  in o rder to  keep its 
finger on the  articles w hich have th e ir  orig in from  w ith ou t th a t state.

55 U n ite d  S ta te s  v . 10 C artons, L ab eled  
in  P a r t  " H o x s e y ,"  1S2 F. Supp. 360
(W . D. Pa. 1957).

“  121 F. Supp. 735 (W . D. Mo. 1954).

51 U n ite d  S ta te s  v. U rb e te it, 335 U. S. 
355 (1948) was cited in support of this 
position.

58 U n ite d  S ta te s  v. 10 C arto n s, L a b e led  
in P a r t “H o x s e y ,"  152 F. Supp. 360, 364- 
365 (W . D. Pa. 1957).
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T his line w as sharp ly  draw n in the  Phelps-Dodge decision under the 
1939 version of Section 304(a). T he sam e reluctance w as demonstrated 
under the  am ended section in United States v. A n  Article or Device 
Consisting o f 31 Units (G onsertron) , 59 a 1959 case over w hich Chief 
Judge L evin  presided. T he  federal d is tric t court, in an alm ost m atte r- 
of-fact opinion, refused to  allow  libel against a device,60 constructed  
en tirely  w ith in  the s ta te  of M ichigan, partly  from  nine com ponents 
w hich w ere received from  various o ther states, w here the device w as 
neither sold no r held for sale outside the  state . T hese  com ponents 
w'ere o rd inary  electrical fixtures “in com m on use in industry . N one 
of them  w ere m ade to  the  specifications of the m anufac tu rer of the  
device.” 61

H ow ever, in M arch, 1961, the  United States v. A n Article o f Drug  
Consisting of 39 Cases (K orleen) 62 case arose on th is sam e po in t before 
the sam e judicial rep resen ta tive  of the U nited  S tates. H ere, the  
governm ent alleged a m isbrand ing  of d rug  tab le ts  un der Section 
304(a). Judge Levin held th a t tab le ts  w hich w ere com posed of d rugs 
shipped in in te rs ta te  com m erce w ere sub ject to  the  act, a lthough  they  
were m anufactured  in M ichigan for d istribu tion  there. In  co n trast to  
Gonsertron, “in the  case a t bar, the  ‘d ru g s’ com prising  the K orleen 
T ab le ts  are the  very  h ea rt of the m anufactured  and tab le ted  ‘d ru g ’ 
and w ere proclaim ed as such to  the  public.” 63 T he advertisem ents 
laid stress on the  alleged therapeu tic  value of th e  active ingred ien ts of 
K orleen T ab lets. F u rth e r, the  court declared :

50 180 F. Supp. 52 (E . D. Mich. 1959).
“ Section 201(h), 52 S tat. 1041 (1938), 

21 U. S. C. Sec. 321(h) (1958) states: 
“T he term  ‘device’ (except w hen used 
in paragraph  (n) of this section and in 
sections 301 (i), 403(f), 502(c), and 602 
(c) of this title) m eans instrum ents, 
apparatus, and contrivances, including 
th e ir com ponents, parts, and accesso
ries, intended (1) for use in the d iag
nosis, cure, m itigation, treatm ent, or 
prevention  of disease in m an or o ther 
anim als; or (2) to affect the s tru ctu re  
or any function of the body of man. or 
o th e r anim als.”

C om pare the above to th e  pa rts  (2) 
and (3) of th e  definition of “d rug” 
w hich is th e  subject m a tte r  of the case 
im m ediately follow ing G on sertro ti in the 
tex t. Section 201(g), 52 S tat. 1041 
(1938), 21 U. S. C. Sec. 321(g) (1958) 
s tates: “T he term  ‘d rug ’ m eans (1)

articles recognized in the official U nited  
S tates Pharm acopoeia, official Momoeo- 
pathic Pharm acopoeia of the U nited  
S tates, or official N ational Form ulary , 
or any supplem ent to any of them ; and 
(2) articles intended for use in the  d iag
nosis, cure, m itigation, treatm ent, o r 
prevention  of disease in m an o r o ther 
anim als; and (3) articles (o ther than  
food) intended to  affect the s tru c tu re  
or any function of the body of m an or 
o the r anim als; and (4) articles intended 
for uses as a com ponent of any article 
specified in clause (1), (2), or (3) of 
this paragraph ; bu t does no t include 
devices: o r the ir com ponents, parts, or 
accessories.”

61 U n ite d  S ta te s  v . G on sertro n , 180 F. 
Supp. 52, 53 (E . D. Mich. 1959).

62 192 F. Supp. 51 (E . D. M ich. 1961).
68 Case cited a t footno te 62, at p. 52.
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I t would be a stra ined  in te rp re ta tion  to say th a t each “d rug” com ponent falls 
w ith in the jurisd iction  of the Act, being shipped in in te rs ta te  com m erce, but. 
w hen com pounded to g e ther to  form  another “drug,” the  finished p roduct is not 
be ing  held for sale after shipm ent in in te rs ta te  com m erce.“

I t  appears th a t the  Food and D ru g  A dm inistra tion  has carefully 
chosen fact s itua tions from  w hich its a tto rney s can fashion fuller 
federal con tro l of food, drugs and cosm etics, un der th e  ban ner of 
p ro tecting  the  public hea lth  and purse. O ne of the la test of these 
chosen cases has yet to be exam ined.

United States v. 40 Cases, More or Less, 
of Pinocchio Brand O il64 65

I t  will be recalled th a t here the governm ent b ro u g h t a libel action 
ag a in st a  food 66 product, know n as “P inocchio” oil, w hich had been 
m anufactured  and m isbranded in N ew  Y ork S ta te  from  com ponents 
received by  in te rs ta te  shipm ent. A lthough  the  blended oil p roduct 
w as no t held for sale outside of N ew  Y ork, the  Food and D ru g  
A dm in istra tion  pressed its case on the  g round  th a t all of the  com 
ponen ts had been shipped in in te rs ta te  com m erce and th a t the  sum  of 
these  separate  com ponents w as m isbranded a fte r th e ir  sh ipm ent and 
w hile held for sale in th e ir  blended form.

W hen  a federal d is tric t court ru led  th a t th is constitu ted  “a new  
p rod uct or com plete article  of in tra s ta te  m anufac tu re” 67 w hich was 
beyond the  reach of Section 304(a), the  governm ent quickly sough t an 
appeal. The Wall Street Journal no ted  th a t the adm in istra tion  feared 
th is  decision, “ if upheld, w ould significantly  curb [its] pow er to  seize 
m isbranded foods.” 68 T he new s article  fu rth e r sta ted  :

A gency law yers regard  the new' ruling as a “ test case” of the agency’s ju ris 
diction over the  m isbrand ing  of sim ilar foods. T h is  type of violation m akes up 
3 %  to  5% of the agency’s 100 to ISO m onthly  enforcem ent cases. If the D istric t 
C ourt is upheld, an agency spokesm an said a “significant num ber” of cases will 
be rem oved from  the  agency’s reach. T he Suprem e C ourt never has in terpre ted  
th e  scope of the  ag ency’s pow er under the 1948 am endm ent.69

O n appeal before the  Second C ircuit, appellee, A. M. S. Pack ing  
Com pany, contended th a t “the  libel alleges th a t P inocchio the  product

64 Case cited at footno te 62.
63 289 F. 2d 343 (CA-2 1961); cert, den., 

30 U. S . L a zv  W e e k  3113 (U. S. Oct. 10, 
1961).

66 Section 201(f), 52 S tat. 1040 (1938);
21 U. S. C. Sec. 321(f) (1958) states:
“T h e te rm  ‘food’ m eans (1) articles
used for food or drink  for m an or o ther
s e c t i o n  304(a)

anim als, (2) chew ing gum , and (3) a r ti
cles used for com ponents of any such 
article **

61188 F. Supp. 290, 291 (N . D. N. Y. 
1960).

BST h e  W a ll  S tr e e t  Jo u rn a l, Nov. 25, 
1960, p. 3.

89 See footno te 68.
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m anufactured  in N ew  Y ork w as m isbranded and adu lte ra ted ; no t the 
orig inal oils (ing red ien ts) received from  out of s ta te .” 70 In  addi
tion it w as sta ted  th a t the product w as first created  in N ew  Y ork and 
never left th a t ju risd ic tion .71 A ppellant a ttacked  bo th  th is  con ten tion  
and the  ho ld ing below  th a t P inocchio w as a “new p rod uc t” :

T h e  article is “new ” only in the sense tha t the in te rs ta te  com ponents have 
been blended together, a m ixtu re alm ost w holly  vegetab le oil substitu ted  for a 
blend containing a substantial am ount of olive oil, and a false label affixed. T h e  
very  same in te rsta te  oils are in the  cans, and the G overnm ent is a ttem p ting  to  
bring  to  bear the C ongressional pro tection  against their sale to the consumer in 
the ir now ad u lterated  and m isbranded form .72

T he agency a tto rney s argued  fu r th e r :
As in S u lliv a n , articles w ere shipped legally in in te rs ta te  com m erce; m ixed 

toge ther so as to  a lte r the ir form  as in A llb r o o k ;  and, subsequently, m isbranded 
as in C o lo r -T h e r m  and L ee . In  addition, in this case, the  articles w ere also adul
terated . T he im po rtan t fact on w hich federal jurisd iction  rests is th a t the com 
ponents of the m isbranded and ad u lterated  oil had once m oved in terstate . A. M. S. 
as the  consignee received the advantages of federal regulation  which assured it 
honest labeling and unadultera ted  com ponents. I t  now would deny the sam e p ro 
tection to  the u ltim ate consum er on the technicality  th a t the honestly  labeled oils 
it received have been m ixed together.73

T he  force of these  argum en ts obviously left th e ir  m ark  on the 
m ind of the  court. I t  declared th a t the com pleted m ix ture  w hich w as 
being held for sale as “oil” w as “the very  sam e type of food w hich 
had  traveled  across the  s ta te  line.” 74 Judge L um bard  easily dis
tinguished the Gonsertron case w ith  the aid of the  Korleen lim itation. 
Y et he reasoned w ith  stra in  th a t it w as th e  end resu lt of the  labor 
expended in assem bling the  com ponent p arts  w hich w as m isrepre
sented. H ow ever, in the case before him, the  “m isbrand ing related  
d irectly  to  the  percen tage con ten t of the  olive oil shipped in in te r
sta te  com m erce.” 75 I t  is in th is no doub t sub tle  d istinction  th a t the 
essence of th e  opinion lies. T h is is a po in t w hich will again be 
examined in app raising  the  scope of th e  decision.

A. M. S. P ack ing  C om pany petitioned the  Suprem e C ourt for 
certio rari. T h is w as denied in O ctober, 1961.76 T he petition , how 
ever, offered the government an opportunity to sharpen its argument.

70 Brief for Appellee, p. 8.
71 See footno te 70, pp. 4-5: “Pinocchio 

was created in this sta te  and m oved
solely in trastate . T he w rong, if any,
occurred in connection w ith such newly 
m anufactured  article by reason of acts
com m itted w h o lly  w ith in the S tate  of
N ew  Y ork, and hence th is transaction
falls w ith in  the orbit of in tra s ta te—not

in te rs ta te  com m erce, an d  the libel was 
w rongfully  filed.”

72 B rief fo r A ppellant, pp. 7-8.
73 See footnote 72, p. 13.
74 U nited  S ta te s  v . P in o cch io , 289 F. 2d 

343, 345 (CA -2 1961).
75 See footno te 74, a t p. 346.
" 3 0  U. S . L a w  W e e k  3113 (U . S. Oct. 

10, 1961).
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In  its  brief in opposition to  certio rari, the policy issue is b rough t in to 
clear focus :

If  the petitioners are righ t in their contention th a t m isbrand ing  o r ad u lte ra 
tion  of food “while held for sale . . . after shipm ent in interstate; com m erce” 
can be rem oved from  the reach of the A ct by any change, how ever slight, in the 
form  of the product, th e re  would be a significant loophole for evasion. F o r exam 
ple, m any m isbranders and ad u ltera to rs  of food and drugs tha t move in in te rstate  
com m erce could get around the A ct sim ply by “decentraliz ing” certain  phases of 
th e ir operations. A nationw ide opera to r who, before the  1948 am endm ent, could 
get aw ay w ith  m ixing or processing his product at one central location and then 
shipping it in te rs ta te  for m isbrand ing  o r adu lteration  in the s ta te  of sale, could 
now  escape the effect of the  am endm ent by  vary in g  his operation  solely to  the 
ex ten t of doing the m ixing or processing at the sam e place he does the m isbrand
ing o r adulteration . A nd if the sim ple m ixing involved in the instan t case is a 
sufficient “change in form ” to achieve this result, p resum ably  alm ost anything, 
such as addition of a coloring agent, w ould do. I t is n o t reasonable to suppose 
th a t C ongress intended to perm it such artificial distinctions to  defeat its purpose ."

The Law of Gonsertron, Korleen and  Pinocchio
T he  Pinocchio case and its tw o im m ediate predecessors, Gonser

tron and Korleen, rep resen t the law  of w h at constitu tes the 
necessary  in te rs ta te  in g red ien t for the  F ederal Food and D ru g  L aw  
to  a ttach  to' an article  w hich has received a new  form  after it has 
com e to  re s t w ith in  a state . T he  Gonsertron decision m akes it difficult 
to  harm onize the  th ree  cases. Both the cou rt of Korleen and th a t of 
Pinocchio recognize th is dissonance, in d raw ing  d istinctions to  the 
Gonsertron fact s itua tion .78 T hese have been exam ined. Y et, some 
difficulty w ith  these d istinctions m ay still persist.

O ne is inclined to  w onder w hy  the governm ent ever in itia ted  the 
Gonsertron case. T h e  libel w as terse ly  dism issed in the  U nited  S ta tes 
D istric t C ourt of M ichigan’s E as te rn  D iv is io n ; there  w as no appeal. 
M r. W illiam  W . Goodrich, A ssis tan t G eneral Counsel of the D ep art
m ent of H ealth , E ducation  and W elfare, Food and D rug  D ivision, 
a n sw e rs : “T he case cam e to us because th is w orth less device was 
being  used locally in the  trea tm en t of serious diseases and could not

71 Brief fo r the U nited  S tates in O p 
position to  P etition  for a W rit of C er
tiorari, pp. 9-10.

78 I t  is in te resting  to  note that Judge 
L evin  in U n ite d  S ta te s  v . K o r le e n , 192 
F . Supp. 51, 52 (E . D. M ich. 1961) d is
tinguished the  situation  before him from 
both  the  d is tric t co urt’s decision of 
P in o c ch io  as well as the G o n ser tro n  de
cision: “ In  bo th  cases, th e  C ourts held 
th a t an artic le  or device is not subject
SECTION 3 0 4 (a )

to  th e  jurisd iction  of the  A ct w here only 
com ponents shipped in in te rs ta te  com 
m erce w ere either a m inor ingred ient of 
the  final p roduct o r several com m only 
used com ponents w hich lost the ir iden
tity  w ith in the newly m anufactured 
device.” T h e  K o r le e n  case was decided 
in M arch, while the  appellate court’s 
decision of P in o cch io  was no t issued 
until April, 1961.
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be controlled by  the  s ta te  m edical au tho rities. W e th ou gh t we had a 
good case. W e recom m ended an appeal. T he  Solicitor G eneral 
declined.” 79

P robably , the m ost lucid d istinction  betw een the  Pinocchio and 
Gonsertron decisions w as set fo rth  in th e  go vernm en t’s brief in opposi
tion to  petition  for c e r tio ra r i:

P etitio n ers’ reliance upon [G o n ser tro n ] is m isplaced. T h ere  the  com ponents 
th a t had been shipped in te rs ta te  w ere ord inary  electrical fixtures, shipped w ith  
no in ten tion  th a t they  be used in assem bling a therapeutic  device. T hey  w ere 
purchased  on the open m arket by  the  claim ant, who1 originated the idea that the 
assem bled m achine had a therapeutic  and diagnostic m erit. T hus, unlike the 
situation  here w here all the com ponent oils had been received in in te rs ta te  com 
m erce, no “device”— defined by the  A ct as an article intended for use in the 
diagnosis, cure, m itigation, treatm ent, or prevention  of disease (21 U . S. C. 321(h )) 
— had m oved in te rsta te .80
T his, M r. Goodrich indicates, w as the po in t the  Solicitor G eneral’s 
office stressed  in  declin ing appeal to  the d is tric t co u rt’s determ ination  
in Gonsertron. “T hey  considered the  record inadequate to  show  th a t 
the com ponents m et the  s ta tu to ry  definition of ‘device’ w hen they  
w ere in in te rs ta te  com m erce or a t any  tim e p rio r to  th e ir  purchase 
on the  open m ark et in M ichigan and th e ir  assem bly in to a  therapeutic 
device.” 81 H ow ever, in Korleen and Pinocchio, it is to  be no ted  th a t 
the  d rug  com ponents and oils w hich w en t in to th e ir respective blends 
w ere already drug and food when they were transported in interstate 
commerce.

N o d istinction  am ong the  cases can be based on the  num ber or 
percen tage of ingred ien ts received from  out of s ta te  as the criterion 
for determ in ing  w h eth er the  com pleted article  of food, d rug  or device 
w as sold or held for sale a fte r sh ipm ent in in te rs ta te  com m erce. One 
will recall th a t only som e of the  com ponents w hich m ade up the 
Gonsertron device w ere of foreign origin, w hereas in Korleen and 
Pinocchio all the  ingred ien ts of the  articles involved cam e from  w ith 
ou t the state . P a rticu la r  significance is no t a ttached  to this. Neither 
court in the  la t te r  decisions m ade an argum en t of it, although each 
d istingu ishd  th e  case before it from  Gonsertron.

P erhaps the  po in t to g rasp  is th e  degree of change w hich takes 
place in the  articles from  th e ir  condition “w hile in in te rs ta te  com-

”  L e tte r  of Nov. 29, 1961, from  W il
liam  W . Goodrich, A ssistan t General 
Counsel of the D epartm en t of H ealth , 
E ducation  and W elfare, Food and Drug 
Division, on file at N o tre  D am e L aw  
L ibrary.

“ Brief for the U nited  S tates in O p 
position  to  P e titio n  for a  W rit  of C er
tiorari, p. 8.

81 See footno te 79.
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m erce.” M ust the  com ponents rem ain basically  the same, differing 
only in  fo rm ; or m ust the  in tra s ta te  p roduct be prim arily  com posed 
of th e  ingredients w hich have been shipped in te rs ta te?  M r. Goodrich 
is again in fo rm ativ e :

W hen you ask how  great a change m ust be m ade in the  com ponent, I m ust 
answ er that I do not consider th a t the critical problem , although it was quite 
significant in the P in o cch io  and K o r le e n  cases. A ssum e th a t there was shipped in 
in terstate  com m erce a food additive w hich is perm itted  for use in po ta to  chips 
at a level of SO ppm . T his tolerance has been established to  assure the  safe use 
of the  additive. If we found pota to  chips, prepared locally, w ith the food additive 
of in te rsta te  distribution  p resen t at a level h igher than the established tolerance, 
we would attem pt to enforce the tolerance and to  condem n the po ta to  chips in 
the  in te rest of p ro tec ting  the public health .“

Limits of Federal Jurisdiction
W h a t then  are th e  lim its of federal ju risd ic tion?  T he petition  for 

a w rit of certio rari in the  Pinocchio case po in ts up th is  p ro b lem :
If  the p resen t a ttem p t at pow er by the Food & D rug  is upheld it m eans th a t 

the A ct will affect every food product m anufactured locally from wholesome ingre
dients obtained from  out of sta te—even though the m anufactured  p roduct is sold 
in tra s ta te—a revolu tionary  concept in the enforcem ent of the  law and recasting  
w ith  s trange m eaning the definition of in te rs ta te  com m erce and the  term  “while 
held for sale after sh ipm ent in in te rs ta te  com m erce.” 83

T he  petitioner appears to  be indu lg ing  in invective. T he  Supreme 
C ourt answ ered ju s t such a con ten tion  in the  Sullivan  decision, w hen 
it s a id :

T h e  scope of the offense w hich C ongress defined is not to be judicially 
narrow ed  as applied to  drugs by envisioning extrem e possible applications of its 
different m isbrand ing  provisions w hich relate to food, cosm etics, and the like. 
T h ere  will be opp ortun ity  enough to  consider such contingencies should they 
ever arise.84

E ach case m ust be judged  on its m erits. T he au th o r does no t 
presum e to  d raw  the  line. “An accurate, all-inclusive definition of 
in te rs ta te  com m erce has never been form ulated  by  the  courts. . . .
[I ] ts facets are far too num erous and diverse.” 85

Conclusion
T he  difficulty in in te rp re tin g  th e  com m erce clause, as the basis for 

federal ju risd ic tion , is often one of determ in ing  w h eth er local goods
a! See footno te 79.
83 P etitio n  for a W rit of C ertiorari, 

pp. 7-8.
84 U n ite d  S ta te s  v. S u lliv a n , 332 U. S 

689, 694 (1948).
85 U n ite d  S ta te s  v. S a n d e rs , 99  F. Supp. 

113, 115 (W . D. Okla. 1951).
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or transactions have a  sufficient effect on in te rs ta te  com m erce.86 H o w 
ever, recent in terp re ta tion  of the F ederal Food, D rug  and Cosmetic 
A c t’s Section 304(a) has given consideration to  the o ther side of the 
coin. Gonsertron, Korleen and Pinocchio all face the question  of how 
far in to local com m erce the  Food and D ru g  A dm in istra tion  can reach 
a fte r in te rs ta te  tran sp o rta tio n  has come to  a halt. N o doub t the  best 
in sigh t to  the  problem  lies in the  w ords of the  A ssistan t G eneral 
Counsel of the D ep artm en t of H ealth , E ducation  and W elfa re : “T o  
m y m ind the  problem  is w hether the  m isuse or m isbrand ing  of the 
in te rs ta te  com ponent has som e consum er significance in th e  end prod
uct. If it does, we w ould try  to  apply  the  s ta tu te  to it.” 87 T he gov
ernm ent w ill seek to  extend its  ju risd ic tion  as far as possible. 
M oreover, the  Gonsertron lim itation cannot be generalized. T he sam e 
judge w ho decided th a t case, narrow ly  lim ited it to its facts in the 
subsequent Korleen decision.

T he  scope of Section 304(a) appears in the w ords of the  Second 
C ircuit C ourt of A ppeals : “C ongress surely  in tended the provisions
of the  Food, D rug , and Cosm etic A ct to  apply  to  foods processed 
w ith in  a sta te , a fte r sh ipm ent in in te rs ta te  com m erce, as w as the case 
here. T he  s ta tu te  m ust be read and applied broadly in o rder to 
effectuate its rem edial pu rpose.” 88 [T he  E nd]

CARBON TETRACHLORIDE SEIZURE
The Food and D rug Administration announced on June 6, 1962 seizure 

of a quantity of carbon tetrachloride—one of the most dangerous chemicals 
to be found in th e  household—on charges th a t the hom e-size containers 
failed to  bear required  w arn ings under the Federal H azardou s Sub
stances L abeling Act.

U n ited  S tates m arshals seized 33 gallon bo ttles and seven pin t 
bottles at a com pany in C olorado on M ay 31. P apers  filed in the federal 
D istric t C ourt in D enver said the  com pany repacked the  product into 
the bottles from  bulk drum s shipped by the  m anufacturer. F D A  said 
th a t carbon tetrach loride has been found to  present a special hazard  
and charged the containers failed to  bear labels sta ting  conspicuously 
the follow ing: the signal w ord “D anger” ; the  affirm ative statem ent 
“ M ay be fatal if inhaled o r sw allow ed” ; the  s tatem ent “Avoid contact 
w ith flame o r ho t surface” ; instructions for first-aid  trea tm en t; the 
s tatem ent “Keep out of the reach of ch ild ren” or its equivalent; the 
w ord “poison” and the required skull and crossbones symbol.

86 For example, W ic k a rd  v. F ilb u rn , 88 U n ite d  S ta te s  v. P in occh io , 289  F. 2d
317 U. S. I l i  (1942). 343, 346 (CA-2 1961).

87 See footno te 79.
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WASHINGTON
A C T I O N  A N D  N E W S
In the Food and Drug Administration

Exemption, from certain, drug-labeling 
requirements.— Section 3.515 (a) Sec
tion 1.106(b)(3) of this chap ter provides 
th a t in the case of certain  drugs for 
w hich directions, hazards, w arnings, and 
use inform ation are com m only know n 
to  p rac titioners licensed by law, such 
inform ation m ay be om itted from  the 
d ispensing package. U n der this proviso, 
the C om m issioner of Food and D rugs 
will offer an opinion, upon w ritten  
request, stating reasonable grounds there
for, on a proposal to  om it such inform a
tion from  the dispensing package.

(b) T h e  Com m issioner of Food and 
D rug s has considered subm itted  m a te
rial covering a  num ber of d rug  products 
and has offered the opinion tha t the fol
low ing drugs, when intended for those 
hum an uses for which they are now 
generally  em ployed by the m edical p ro 
fession, should be exem pt from  the re
quirem ents of Section 1.106(b)(3) of 
th is chapter, provided th a t they m eet 
th e  conditions prescribed in this pa ra 
graph. P repara tions th a t are not in 
dosage unit form  (for example, solu
tions) will be regarded  as m eeting the 
conditions w ith respect to  the m axim um  
quantity  of d rug  per dosage unit if they 
are  prepared  in a m anner tha t enables 
accurate and ready adm inistra tion  of a 
quantity  of d rug  not in excess of the 
stated  m axim um  per dosage unit: 

A m in o p h y llin e . F o r oral use, not in 
excess of 200 m illigram s per dosage 
unit, w ith o r w ithout no t in excess of 
33 m illigram s of phénobarbital.
W ASHINGTON----ACTION AND NEWS

A tr o p in e  m e th y l n itra te . F o r oral use, 
not in excess of 1.0 m illigram  per dos
age unit.

A tr o p in e  su lfa te . F o r oral use, no t in 
excess of 0.S4 m illigram  per dosage 
un it; for injection, n o t in excess of 0.54 
m illigram  (1/120-grain) per dosage unit.

B a rb itu ra te s . F o r oral use, not in ex
cess of 100 m illigram s per dosage unit; 
for use as suppositories, no t in excess 
of 130 m illigram s per suppository.

C hlora l h yd ra te . F o r oral use, not in 
excess of 500 m illigram s p e r dosage 
un it; for use as suppositories, no t in 
excess of 1.0 gram  p e r suppository.

C odeine phosphate. F o r oral use, not 
in excess of 65 m illigram s per dosage 
unit; for injection, not in excess of 65 
m illigram s per dosage unit.

C odeine su lfa te . F o r oral use, not in 
excess of 65 m illigram s per dosage unit; 
for injection, not in excess of 65 m illi
gram s per dosage unit.

D ig ita lis . P repara tions of whole leaf 
digitalis including forms such as digitalis 
tincture. F o r oral use, containing the 
equivalent of not m ore than 1 U. S. P. 
digitalis unit per dosage unit.

D ih yd ro co d e in o n c  b ita rtra te . F o r oral 
use, not in excess of 10 m illigram s per 
dosage unit.

D ih y d ro m o rp h in o n e  h yd ro ch lo ride . For 
oral use, not in excess of 4 m illigram s 
per dosage unit.

E p in e p h r in e  in jec tion , 1:1,000.
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E r y th r i ty l  te tra n itra te . F o r oral use, 
not in excess of 30 m illigram s per dos
age unit.

H o m a tro p in e  m eth y lb ro m id e . For oral 
use, not in excess of 5 m illigram s per 
dosage unit.

H y o sc y a m in e  h yd ro b ro m id e . F o r oral 
use, not in excess of 1 m illigram  per 
dosage unit.

H y o sc y a m in e  su lfa te . F o r oral use, not 
in excess of 1 milligram per dosage unit.

H y o sc y a m u s  tinc tu re . For oral use, not 
in excess of 2 milliliters per dosage unit.

M a n n ito l  h ex a n itra te . F o r oral use, 
not in excess of 32 m illigram s per dos
age unit.

M eth c n a m in c . F o r oral use, not in ex
cess of 1 gram  per dosage unit.

M o rp h in e  phosphate. F o r oral use, not 
in excess of 33 m illigram s per dosage 
unit; for injection, not in excess of 33 
m illigram s per dosage unit.

M o rp h in e  su lfa te . F o r oral use, not in 
excess of 33 m illigram s per dosage unit; 
for injection, not in excess of 33 m illi
gram s per dosage unit.

N itro g ly c e r in . F o r oral use, no t in 
excess of 0.65 m illigram  per dosage unit.

P e n ta e r y th r ito l te tra n itra te . F o r  oral 
use, not in excess of 20 m illigram s per 
dosage unit.

P e n ta e r y th r ito l te tra n itra te  w ith  p h én o 
barbita l. F o r oral use, not in excess of 
20 m illigram s of pen taery th rito l te tra - 
n itrate  and 35 m illigram s of phéno
barbital.

Q u in id ine  su lfa te . F o r oral use, not in 
excess of 325 m illigram s per dosage unit.

S co p o la m in e  m eth y lb ro m id e . F o r oral 
use, not in excess of 2.5 m illigram s per 
dosage unit.

S o d iu m  ch loride in jec tion .
S o d iu m  n itr ite . F o r oral use, not in 

excess of 60 m illigram s per dosage unit.
T h e o b ro m in e . F o r oral use, no t in ex

cess of 325 m illigram s per dosage unit.
T h y ro id . F o r oral use, not in excess 

of 220 m illigram s per dosage unit.
W a te r  f o r  in je c tio n , s terile .
(c) T he Com m issioner of Food and 

D rugs has considered subm itted m a te

rial covering a nùm ber of drug  products 
and has offered the opinion tha t the fol
low ing drugs, when intended for those 
ve terinary  uses for which they are now 
generally  em ployed by the veterinary  
m edical profession, should be exem pt 
from  the requirem ents of Section 1.106 
(c )(3 )  of this chapter, provided tha t 
they  m eet the conditions prescribed in 
this paragraph. P repara tions th a t are 
not in dosage unit form  (for example, 
solutions) will be regarded as m eeting 
the conditions w ith respect to the m axi
m um  quantity  of d rug  per dosage unit 
if they are prepared  in a m anner tha t 
enables accurate and ready ad m in istra
tion of a quantity  of d rug  not in excess 
of the stated  m axim um  per dosage unit:

A tr o p in e  su lfa te . As an injectable for 
cattle, goats, horses, pigs and sheep, 
not in excess of 15 m illigram s per dos
age un it; as an injectable for cats and 
dogs, not in excess of 0.6 m illigram  per 
dosage unit.

B a rb ita l sod iu m . F o r oral use in cats 
and dogs, not in excess of 300 m illi
gram s per dosage unit.

E p in e p h rin e  in jec tion , 1:1,000. F o r cats, 
dogs, cattle, goats, horses, pigs and 
sheep.

M o rp h in e  su lfa te . As an injectable for 
dogs, not in excess of 15 m illigram s per 
dosage unit.

P e n to b a rb ita l sod ium . F o r oral use in 
cats and dogs, no t in excess of 100 
m illigram s per dosage unit.

P h é n o b a rb ita l sod ium . F o r oral use in 
cats and dogs, not in excess of 100 
m illigram s per dosage unit.

P ro ca in e  h yd ro ch lo rid e  in jec tion . Con
tain ing not in excess of 2 per cent p ro 
caine hydrochloride, w ith o r w ithout 
epinephrine up to  a concentration of 
1:50,000. F or use in cats, dogs, cattle, 
goats, horses, pigs and sheep.

T h y ro id , F o r oral use in dogs, not in 
excess of 60 m illigram s per dosage unit.

(Sec. 701(a), 52 Stat. 1055; 21 U. S. C. 
371(a))

[ A s  added, 26 P . R . 12563, e ffe c tiv e  D e 
cem ber  20, 1961 ; am ended , 27 F . R .  5428, 
e ffe c tive  May 31, 1962.] F ood Drug Cos
metic L aw R eports.—jf 1275.15.
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Use This Check List to Add to Your 
Permanent Food and Drug Law Library

W h erev er th in gs happen of im portance to  Food and D ru g  M en, you’ll 
find CCH th ere  w ith  handy  desk helps on food, d rug  and cosm etic law. 
E ach of these books w as w ritten  by an o u ts tan d in g  au th o rity  in the  field 
and published by Com m erce C learing H ouse, Inc., for T he  Food L aw  In s ti
tu te . T hey  serve as a chronicle of the  developm ent of food law, including 
the associated d rug  and cosm etic law s; provide an adequate lib rary  for 
everyone concerned.

Some BO O K S IN  T H E  FO O D  L A W  IN S T IT U T E  S E R IE S : *
y  General State Food and Drug Laws—Annotated, by David H.

Vernon and Franklin M. Depew. Table of contents; 816 pages.
Price: $17.50 a copy.
Constitutional Questions in Food and Drug Laws, by Thomas 
W . Christopher. Topical index; 128 pages, 6" x 9", heavy paper 
covers. Price: $3.50 a copy.
Federal Food, Drug, and Cosmetic Act—Judicial and Admin
istrative Record, by Vincent A. Kleinfeld and Charles W esley  
Dunn. All these publications include indexes and case tables.

1953-1957, 1,444 pages. Price: $25.00 a copy.
1951-1952, 588 pages. Price: $12.00 a copy.
1949-1950, 543 pages. Price: $10.25 a copy.
1938-1949, 922 pages. Price: $17.50 a copy.

\J Legislative Record of 1958 Food Additives Amendment to 
Federal Food, Drug, and Cosmetic Act. Topical index; 160 
pages, 6" x  9", heavy paper covers. Price: $3 a copy.

t/ Product Liability Cases, by Frank T. Dierson and Charles 
W esley Dunn. Table of contents; 1,182 pages. Price: $12 a 
copy.

t/ Canada’s Food and Drug Laws, by Robert E. Curran, Q. C.
Topical index, case table; 1,138 pages. Price: $19.50 a copy.

* U nless  o th e rw ise  n o ted , h o o ks  com e in hard  bound  covers, red  and  b lack w ith  gold  
s ta m p in g , s ize  x  9 %  inches.

Y O U R S— FO R  15 D A Y S ’ F R E E  E X A M IN A T IO N
A ny of these au tho rita tive  books can be yours for 15 days’ free exam i

nation. J u s t fill ou t the  handy  tear-off O rder C ard a t the righ t. If no t 
com pletely satisfied a fte r looking them  over, return the books for full credit.

CCHs Products, Company,
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O R D E R
C A R D

Detach and Mail This Card Today 
To Order Additional Books 

For Your Food and Drug Law Library * 3

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.
Send the copies of C C H  books indicated 
below a t prices quoted. (R em ittance w ith 
o rder saves postage and packing charge.)
Fill in Amt.
1 ..................General S tate Food and D rug  Laws

—A nnotated  (4436). P rice : $17.50 a copy.
2 ..................Constitutional Questions in Food and

D rug Laws (0226). P rices: 1-4 copies,
$3.50 ea.; 5-9, $3.20 ea .; 10-24, $3.00 ea .; 
25-49, $2.80 ea.

3. Federal Food, D rug , and Cosm etic A ct—- 
Judicial and A dm inistrative R ecord: 
...1938-1949 Edition (1446). P rice: $17.50 

a  copy.
...1949-1950 Edition (1329). P rice: $10.25 

a copy.
...1951-1952 Edition (3228). P rice: $12.00 

a copy.
. . .1953-1957 Edition (8224). P rice: $25.00 

a copy.
4 ..................Legislative R ecord of 1958 Food A d

ditives A m endm ent (8445). P rices: 1-4 
copies, $3 ea.; 5-9, $2.70 ea .; 10-24, $2.40 
ea .; 25-49, $2 ea.

5 ..................P rod u c t L iability  Cases (4118).
P rice : $12 a copy.

6 ..................C anada’s Food and D rug Laws (3334).
P rice : $19.50 a copy.

□  Remittance herewith □  Send bill
S ig n a tu re  & Title .............. ....... ...................

F irm  ........................................................................................
A tten tio n  ..............................................................................
N um b er & S tre e t ...............................................................
C ity , Zone & S ta te  ......................................  ...................
(If ordering by letter or purchase order, please attach this card for our records.)

4436—519
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