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REPORTS
TO THE READER

A B A  R esolution  on S. 387.—A t the
m eeting of the H ouse of D elegates of 
the  A m erican B ar A ssociation which 
was held on A ugust IS, 1963 in C hi
cago, the follow ing R esolution was 
adopted w ith respect to S. 387, T he 
P ackag ing  and Labeling  Controls A ct:

“W H E R E A S , T he A m erican B ar 
A ssociation believes it to  be in the pub
lic interest that laws granting regulatory 
pow ers to adm inistrative agencies 
should (1) establish objective s tan d 
ards of proscribed conduct, which m ay 
be tested in the courts, and (2) avoid 
im position of an undue degree of ad 
m inistrative determ ination of business 
policy; therefo re be it

“ R E S O L V E D , th a t the A M E R I
CAN BAR A S S O C IA T IO N  disapproves 
in principle the provisions of S. 387, 
on the ground th a t: T he enactm ent of 
this proposal w ould delegate adm inis
tra tive  pow er to  adopt and enforce a r
b itra ry  regulations w ithout adequate 
standards, and in consequence action 
m ay be taken which w ill unduly re 
s tric t freedom  of p rivate action for 
product im provem ents, varie ty  of con
sum er choices and purchasing  econ
omies.

“ 3 e  it F U R T H E R  R ESO LV ED , 
th a t the Section of C orporation , B ank
ing and Business L aw  be au thorized 
to  rep resen t the A m erican B ar A sso
ciation in opposing S. 387 or any other 
sim ilar proposal; and in m aking ap
pearances before C ongressional C om 
REPORTS TO T H E  READER

m ittees and in tak ing  such other steps 
as m ay be necessary and desirable to  
tha t end.”

Codex A lim entarius Com m ission 
M eeting.—Included in this issue, on 
page 477, is the paper presen ted  by 
F ra n k lin  M . D ep ew , p residen t of the 
Food L aw  Institu te, Inc., at the initial 
m eeting of the C o d e x  A lim e n ta r iu s  
Com m ission at F A O  H eadqu arters  in 
Rome, I ta ly  on June  25, 1963. The 
paper is entitled, “Suggested Princip les 
for C onsideration in D raw ing  U p In 
ternational Food S tan dards,” having as 
its aim the protection of consum ers’ 
health  and the ensuring of fair p rac
tices in the food trade. Mr. Depew 
considers m ajor obstacles to harm oni
zation by observing, am ong other 
things, “D issim ilarity  of raw  m aterials 
now  presents a problem  w here it re 
sults in a standard  th a t fails to en
com pass a substantial portion  of the 
m ajor crop of any country. M oreover, 
clim atic conditions m ay necessitate the 
use of preservatives in certain areas, 
w hereas they m ay not be necessary  in 
o ther areas.” Mr. Depew also gives a 
full account of the  proceedings of the 
m eeting, including election of officers 
and various im portan t decisions.

L atin -A m erican  F oo d  Code.—T his 
J ournal contains C hapter X IV  of the 
L atin-A m erican Food Code which was 
translated  from  the original Spanish 
by A nn M. W olf of New Y ork, p e r
tain ing to  spirituous beverages.
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T he translation , w hich begins on 
page 491, is based on the 1960 edition 
of the Code published in B uenos Aires, 
as subsequently amended by the Latin- 
A m erican Food Council, up to  Sep
tem ber, 1962.

F oo d  L abeling  and P ackag ing.—
S h e lb e y  T . G re y , Director of the Bureau 
of P ro g ram  P lan n ing  and A ppraisal, 
F ood and D rug  A dm inistration , p re 
sented this paper entitled, “F D A  Looks 
a t Food Labeling  and P ackag ing .” 
T he au thor observes th a t the F D A  is 
stepping up its p rogram  to  p ro tec t con
sum ers w ith  regard  to  m islabeled and 
illegally packaged foods. “ I can’t tell 
you exactly  how  m any m an-years we 
will put in to  it next year. T he  reason 
is th a t the requirem ents of the law 
w ith regard  to labeling and packaging 
are given consideration in every food 
inspection we make, in every sam ple of 
food we collect and exam ine, and I can 
assure you th a t we are going to un 
relen tingly  invoke the legal rem edies 
provided by the  s ta tu te  . . .” In  this 
in teresting  article found a t  page SOS, 
the au th o r lists the follow ing false 
conceptions th a t usually  m ark  the food 
quack: (1) D isease and poor health
are due to faulty  diet; (2) O ur basic 
foods are inferior and m ust be en
riched or fortified; (3) T he nutritive 
value of processed foods has been de
stroyed; (4) M ost A m erican consum 
ers suffer from  subclinical deficiencies; 
(S) T o  reduce o r gain w eight, special 
o r  unusual foods are necessary.

G raduation  A ddress.— G eo rg e P . L a r -  
r ic k , Com m issioner of Food  and Drugs, 
delivered this address at the  U niversity  
of Tennessee M edical U nits com m ence
m ent exercises in M em phis, Tennessee 
on June 9, 1963. . Mr. Larrick points out 
th a t the presen t decade, 1960-1970, will 
see grea t expansions of m edical, dental 
and pharm aceutical research , and the 
application of new, m ore efficient tech
niques to  deal w ith  chronic as well as 
infectious processes. “ I t  is especially 
im portan t for all of us concerned w ith 
health, to  recognize certain  factors 
upon w hich continuing progress de
pends.” As new er m edical products,

devices and techniques com e into be
ing, it m ust be possible to  utilize them  
w ith  confidence— confidence th a t they 
have been properly  m anufactured , th a t 
they have been properly  tested , and 
tha t they have been tru th fu lly  p ro 
m oted. T he pa tien t m ust have con
fidence also, no t only th a t his doctor, 
dentist, pharm acist and nurse are well- 
trained, com petent individuals, b u t also 
th a t the tools and drugs w hich they 
use are  safe. In  this article, w hich is 
found on page 514, the au tho r con
cludes, “T ru ly , we share g rea t respon
sibility on the m edical fro n t w hich 
changes so rapidly and dram atically  
today. W e pledge to you and other 
m em bers of our g rea t health  profes
sions the  full support of the F ood and 
D rug  A dm inistra tion .”

A  S tate  D ru g  C ontrol P rog ram .— In
an article on page 520, H . C. M c A ll is te r ,  
secre ta ry -treasu rer of the N o rth  C ar
olina B oard of Pharm acy, includes 
specific recom m endations in regard  to 
a d rug  contro l p rogram  for the states. 
T he au thor is of th e  opinion th a t som e 
of these proposals already exist and 
need only be organized and pu t into 
use. H e  presented  th is paper a t the 
F ifteen th  A nnual C onference of the 
S outhern  A ssociation of Food  and 
D ru g  Officials in New O rleans, and 
w as hopeful th a t organ izations such 
as the  A ssociation would in terest 
them selves in the problem s of health 
services and the m aterials used in con
nection therew ith.

L ooking Back.—This month’s J ournal 
is pleased to  p resen t a  talk  given by 
E r w in  P . S n y d e r  at a testim onial lunch
eon in his honor. “Jud g e” Snyder, a 
founding m em ber of the D ivision of 
Food, D ru g  and Cosm etic Law, Sec
tion of C orporation , B anking and B usi
ness Law , of the A m erican B ar 
A ssociation, is nationally  held in g rea t 
affection and esteem  as the “dean” of 
the food and drug  law  bar. H e looks 
back on some of the old-tim e p ro b 
lem s he had w ith the Food and D rug  
A dm inistra tion  back in the early  days 
of its existence. H is  in teresting  re
marks appear at page 529.
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Food Drug Cosmetic Law
-----------------------------------------------------------------------------------------

The First Session of the 
Codex Alimentarius Commission

By FRANKLIN M. DEPEW

Mr. Depew Is President of the Food Law Institute and Vice President of 
the Section of Food, Drug and Cosmetic Law of the Inter-American Ba- 
Association. Following Is His Account of the Recent Meeting of the 
Codex A l im e n ta r iu s  Commission, Which He Attended As an Observer.

TH E  C O D E X  A L IM E N T A R IU S  C O M M IS S IO N , estab lished by 
the Joint F A O /W H O  (Food and Agriculture O rganization/W orld 
H ea lth  O rgan ization ) Conference on Food S tandards, held its  first 

session a t FA O  H eadqu arters, Rome, Ita ly , June 25-July 3, 1963. 
Some 120 partic ipan ts, including represen ta tives of 30 countries and 
observers from  16 in terna tional o rgan izations w ere in attendance. I 
was invited to a ttend  the  m eeting  as an observer in m y capacities as 
P residen t of T he Food L aw  In s titu te  and as Vice P res id en t of the 
Section of Food, D rug  and Cosm etic L aw  of the In ter-A m erican B ar 
A ssociation. T he  U nited  S tates delegation consisted of John  L. 
H arvey , A ssociate Com m issioner of Food and D rugs, d e leg a te ; 
N athan  Koenig, Special A ssis tan t to  the A dm in istra to r, A gricu ltu ra l 
M arketing  Service, U nited  S ta tes D ep artm ent of A gricu ltu re, a lte r
n a te ; and C linton L. Brooke, F ran k  C. E llio tt, M ichael F. M arkel, 
H a rry  M eisel, K enneth  E. M ulford, G erald W . Sheldon and D onald R. 
T hom pson , advisors.

Agenda and Election of Officers
T he S ecre taria t had prepared  a m ost com prehensive agenda for 

the consideration of the  delegates, w hich required th e ir undivided 
a tten tion  a t all tim es in o rder th a t all m atte rs  should be covered w ith 
in the allo tted  tim e. T he  skillful hand ling  of m any vexing problem s by
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the  Chairm an, w ith  the  helpful assistance of the  S ecretariat, enabled 
the delegates to  dispose of all the item s on the agenda before ad
journm ent.

P rio r  to  the adoption of its R ules of P rocedure the Com m ission 
elected as in terim  officers: John  L. H arvey , C hairm an, and Dr. M. J. L. 
D ols (N eth erland s) and G. W eill (F rance) Vice Chairm en. A fter 
adoption of its  R ules of P rocedure (w hich will no t be review ed here 
except to  m ention th a t they provide th a t the  Com m ission shall in 
principle hold one regu lar session each year at the  H ead q u arte rs  of 
e ither FA O  or W H O ), the  Com m ission elected as its regu la r officers 
(to  act du ring  the  cu rren t session and un til the end of the nex t ses
sion) : John L. H arvey , Chairm an, and D r. M. J. L. Dols (N e th e r
lan ds), H . D oyle (N ew  Zealand) and Dr. Z. Zac.zkiewicz (P o lan d ), 
Vice Chairmen. In  addition the following six countries were elected to the 
E xecutive C om m ittee of the C om m ission: A rgen tina  for the L atin- 
American area, A ustralia for Australasia, Canada for North America, 
Ind ia  for Asia, Senegal for Africa, and the U nited  K ingdom  for Europe. 
T he  C hairm an and V ice C hairm en are m em bers of the E xecutive 
Com m ittee by  v irtue  of th e ir  office. Because of M r. H arv ey ’s election 
as Chairm an, N athan  K oenig acted as the U nited  S tates delegate 
th ro ug hou t the  m eeting. Mr. K oenig  carried ou t his responsibilities 
in acting  as spokesm an for the  delegation  in a m ost effective and 
persuasive m anner.

Advisory Group for Europe
T he Com m ission decided to  set up an A dvisory Group for Europe. 

A fter extended discussion, the  p resen t E uropean Council of the  Codex 
Alimentarius agreed henceforth  to  serve in th is  new capacity under 
the  title  “A dvisory Group for E urope of the Jo in t F A O /W H O  Codex 
Alimentarius Com m ission.” A s such th is body becam e an organ of the 
Com m ission open to  all governm ents in E urope (including Israel, 
T u rk ey  and the  U S S R ) and em pow ered to  elect its V ice-C hairm an and 
fix its own w ork ing  procedures if required , w ith in  the general fram e
w ork of the C om m ission’s S ta tu te s  and R ules of Procedure. O n the 
proposal of the E uropean region, P ro fesso r O tto  H ogl (S w itze rland), 
P residen t of E uropean  Council of the  Codex Alimentarius, w as un an i
m ously appointed as C oordinator for E urope for a period of tw o  years.

Decision to Establish World-Wide Standards
O ne of the  m ajo r issues discussed a t the  1962 Jo in t F A O /W H O  

Conference on Food S tandards had been w h eth er o r not the standards
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w ork of the  Com m ission should be on a regional or w orld-w ide basis. 
This issue was again raised at the meeting of the Commission. As a result 
of extensive discussion in w hich the  U nited  S tates, the U n ited  K ing 
dom, Canada, the  N etherlands and D enm ark  w ere m ost effective, it 
w as decided th a t the  food stan dards w ork of the Com m ission should 
be cn  a w orld-w ide basis, except w here unusual conditions required 
different trea tm en t (such as high ly perishable com m odities), and then 
recognition should be given to  equivalency for p roducts com ing from 
outside the  region.

Guiding Principles for Food Standards Work
T he Com m ission adopted a num ber of G uiding P rincip les for use 

by its  E x p ert C om m ittees and o ther bodies p reparin g  draft s tan dards 
and referred  these principles for review and com pletion to  its  E xecu
tive C om m ittee. T h is  C om m ittee review ed these principles a t  its  first 
m eeting  on Ju ly  3, 1963, and recom m ended th a t they  read as follow s:

GUIDING PRINCIPLES
(a) D raw  up a list of priorities as appropriate  am ong the products involved.
(b) D eterm ine the nature of the s tandards to be sought, i.e. “m inim um  p la t

form  s tand ard s” a n d /o r  higher “trad ing  S tan dards”.
(c) Consider the possible need for standards for w holesale trad ing  as well 

as retail.
(d) U nless clearly necessary, avoid “recipe” standards, i.e. those which 

exclude the use of o ther than specified ingredients.
(e) Consider the p roduct involved w ithout reference to  possible com peting 

products.
(f) W herev er s tandard s  of identity  pose special difficulties, m inim um  require

m ents should first be laid dow n in o rd er tha t a  p rod u c t m ay bear a group desig
nation (e.g. “cheese” o r “groundnu t oil” ), and sub-categories then be designated 
by an appropriate term  not im plying quality  preferences w here com positional 
differences alone are involved. Such designations should alw ays accom pany 
any descriptive designation em ployed under national standards or by the trade. 
A t a  la te r stage, ag reem ent should be sough t on descriptive designations of these 
sub-categories (e.g. “full fat cheese,” “skim m ed m ilk cheese,” “refined groundnu t 
oil” ).

(g ) In  general, sub ject to appropriate labelling, no p roduct should be 
required to bear a different designation by reason solely of the presence of p e r
m itted  food additives.

(h) P rodu ct definitions should be no w ider than  stric tly  necessary. In  p a r
ticular they  should be stated  in positive, not negative term s and should no t reso rt 
to  s tatem en ts  of exceptions.

(i) P rodu cts  sim ilar to s tandard ized  products shall be sufficiently designated  
by a fanciful nam e accom panied by adequate labelling.
CODEX A L IM E N T A R IU S  C O M M IS S IO N PA G E 4 7 9



(k) G eneral lay-out recom m ended for s tandards of com position:
(1) Definition
(2) D esignations and standards
(3) P erm itted  additions
(4) M ark ing  and labelling.

T he S ecre taria t had requested  me, as P residen t of T he  Food L aw  
In s titu te , to  subm it a paper on th is sub ject for the consideration of the 
delegates a t the  m eeting. I t  is g ra tify ing  to  note th a t the  actions 
taken at the  m eeting  and the G uiding P rincip les adopted by the Com 
m ission basically agree w ith  the recom m endations m ade in th is  paper. 
A copy of the  paper is annexed as an exhibit.

Consideration of Completed Draft Standards
T he Com m ission considered in first read ing  the follow ing com 

pleted draft standards, drawn up before the Commission was constituted:
(1) G eneral P rin c ip le s :

(a) E uropean  d ra ft prepared by the form er E uropean Council
of the Codex A lim entarius ;

(b) L atin -A m erican  d ra ft prepared by the  L atin  A m erican
Food Code Com m ittee.
(2) Sam pling— draft prepared by the form er E uropean Council 

of the Codex A lim entarius;
(3) G eneral P rincip les for the  use of A dditives— draft prepared 

by the S ecre taria t from  R eports of the Jo in t F A O /W H O  E xp ert 
Com m ittee on Food A dditives.

(4) P erm itted  lists of A dditives— draft prepared by the Secre
ta r ia t from R eports of the Jo in t F A O /W H O  E x p ert Com m ittee on 
Food A d d itiv e s :

(a) A ntim icrobial P re se rv a tiv e s ;
(b) A n tioxidan ts :
(c) Em ulsifiers and S tab ilizers ;
(d) M atu rin g  and B leaching A gents.

(5) E dible F un g i:
(a) E uropean  d r a f t ;
(b) L atin -A m erican  draft.

(6) F resh  F ru its  and V egetab les— drafts  prepared by the Eco
nom ic Com m ission for Europe.

(7) Cocoa Beans— d raft to  be prepared by the FA O  study  group.
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(8) Olive O il— tex t taken from  the In te rn a tio n a l O live Oil A gree
m ent as  approved by the U n ited  N ations Conference on Olive Oil, 
A pril 1963.

T he  Com m ission decided to  refer these d rafts  to  governm ents for 
detailed com m ent prio r to  th e ir  fu rth e r consideration in second reading 
a t the  nex t session. G overnm ents have been requested  by the E xecu
tive C om m ittee to  send detailed com m ents on these d raft s tan dards to 
the S ecre taria t not later than February 29, 1964.

T he E uropean  draft of General P rincip les defines foodstuffs, p ro
vides for specification of te s tin g  m ethods used, and specifies w hen a 
product shall be considered in ju rious to  health , spoiled, unripe, adu l
te ra ted , or m islead ingly packed or labeled. I t  refers to  p roducts 
im ita tin g  a foodstuff w ith ou t defining “ im ita tio n ”.

T he L atin -A m erican  draft is C hap ter I of the L atin-A m erican 
Food Code published in the  A pril, 1963 issue of the F ood D rug 
C o sm etic  L aw  J o urnal  (p. 194). I t  defines food and deterio ra ted , 
con tam inated , adu lte ra ted  and m isbranded food, provides th a t adv er
tising  m ust conform  to  the  requ irem en ts of the  Code and sets forth  
to lerances for m etals and m etalloids. I t  fu rth e r provides th a t house
hold articles, including c igarettes are sub ject to  its provisions.

T he  draft of G eneral P rincip les of the  use of Food A dditives 
defines a “food add itive” to  cover no nn u tritive  substances. I t  s ta tes  
th a t the  use of a food additive is justified only w hen it serves the 
follow ing p u rp o se s :

(a) th e  m ain tenance of the nu trition a l qu ality  of a  food;
(b) the  enhancem ent of keep ing quality  or s tab ility  w ith  re su lt

ing  reduction  in food w a s ta g e ;
(c) m aking foods a ttrac tiv e  to  th e  consum er in a m ann er w hich 

does no t lead to  d ecep tio n ;
(d) p rov id ing  essential aids in food processing.
T he d ra ft s tan dards for fresh fru its  and vegetab les include a 

P ro to co l on S tan dard iza tio n  of F ru its  and V egetab les (general p r in 
ciples to  be follow ed in de term in in g  com pliance w ith  s tan d ard s) and 
d ra ft s tan d ard s  for apples, pears, peaches, aprico ts, plum s, c itru s 
fru it, cherries, s traw b erries , tab le  grapes, tom atoes, artichokes, cauli
flowers, onions, le ttuces and endives, W itlo of chicory, spinach, shelling  
peas, beans, carro ts and early  po tatoes. T he  C om m ission endorsed 
the  prog ram  of the E conom ic Com m ission for E urope as com pre
hensive and successful in th is  field and urged  in terested  countries o u t
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side E urope to  partic ipate  actively in th is  w ork so th a t th e ir  advice 
could be considered a t the  Com m ission’s nex t m eeting.

Food Additives
T he Com m ission decided to se t up a w orld-w ide E x p ert C om m it

tee  on th is im p o rtan t subject, w ith  the  N etherlands serv ing  as C hair
m an, to  consider the d ra ft lists of acceptable food add itives to ge ther 
withl th e  repo rts  of the  Jo in t F A O /W H O  E xp ert Com m ittee on Food 
A dditives upon w hich th ey  are based, and in the lig h t of governm ent 
com m ents thereon  to  (1) d raw  up a  revised list of acceptable additives 
and (2) survey  and designate w herever possible proposed m axim um  
levels of use for these additives in individual foods. T he  Jo in t 
F A O /W H O  E x p e rt Com m ittee is essentially  a scientific body con
cerned w ith  safe ty  of use. I t  d raw s up standards of id en tity  and 
p u rity  for food add itives to g e th er w ith  m axim um  in take levels. T he 
C om m ission’s E x p ert Com m ittee, on the  o ther hand, is concerned w ith  
th e  application to  individual food stan d ard s  of the da ta  on additives 
m ade available by  th e  Jo in t F A O /W H O  E x p ert Comm ittee.

Pesticide Residues
T he  Com m ission decided to set up a w orld-w ide E x p ert Com 

m ittee on Pesticide R esidues w ith  the  N etherlands serv ing  as C hair
m an to  consider th e  pesticides for w hich acceptable daily  in takes will 
have been estab lished by the FA O  W o rk in g  P a rty  on Pesticide 
R esidues m eeting  jo in tly  w ith  the  W H O  E xp ert Com m ittee on 
Pesticide Residues, in order to  survey and propose w here possible 
to lerances for pesticides in individual foods.

General Provisions on Labeling
T he Com m ission requested  the  S ecre taria t to  draw  up for sub

m ission to  it at, its nex t Session a concise resum é of cu rren t food 
labeling laws, w ith  particu lar reference to  those of countries partic i
p a tin g  actively in the w ork  of th e  Comm ission. This, resum e should 
cover provisions dealing w ith  identity , net con ten ts designations, 
indication  of m anufactu rer and special requ irem ents on type and 
style of label declarations. T he  Com m ission fu rther requested  the 
S ecre taria t to  include as an appendix to  th is  résum é the  chap ter on 
labeling set ou t in the draft L atin-A m erican Food Code.
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Methods of Sampling
T he Com m ission requested  the In terna tion al S tandards O rgan i

zation to  develop m ethods of sam pling for physically  sim ilar product 
g roups and w here necessary, specific m ethods for im p ortan t individual 
products, and  to  m ake a progress repo rt to  it for consideration a t its 
nex t session. T he  In terna tion al S tan dards O rgan ization  agreed to  
undertake th is  work.

Methods of Analysis
The Com m ission accepted the offer of the A ustrian  G overn

m ent to  continue its  responsib ility  for organ iz ing  an E x p ert Com
m ittee on m ethods of analysis. T h is  E x p ert Com m ittee will henceforth 
w ork  as a w orld-w ide E x p ert Com m ittee, open to  all m em bers of 
the  Comm ission. T he  Com m ission enunciated certain  principles for 
the  gu idance of th is  E x p ert Com m ittee, am ong them  being th a t the  
E x p ert Com m ittee should recom m end in each case w h eth er the 
m ethod of analysis should be published in the Codex in full or merely 
by bibliographic reference. Since the  e laboration  of m ethods of 
analysis will take considerable tim e, the  Codex should, as an interim 
m easure, include references to  ex isting  practicable m ethods in each 
stan d ard  of com position pending  the  elaboration  a n d /o r  revision of 
definitive m ethods.

Food Hygiene
In  respect of general questions of food hygiene, the Commission set 

up a w orld-w ide E x p ert C om m ittee for the developm ent of standards. 
T he  U nited  S ta tes w as invited  to  accept the  C hairm anship of th is 
Com m ittee. T he Com m ission decided to tre a t th e  ex isting  Jo in t 
F A O /W H O  E x p ert P anel on m eat hygiene as its advisory body on 
m eat hygiene and requested  th e  panel to  m ake recom m endations on 
basic princip les of m eat hygiene, including m icrobiological standards. 
Q uestions concern ing m ilk hygiene w ere determ ined to  be w ith in  the 
term s of reference of the  Jo in t F A O /W H O  Com m ittee of G overn
m en t E xp erts  in the  Code of P rincip les concerning M ilk and M ilk 
P roducts.

Milk and Milk Products
T he Com m ission decided to  tre a t the p resen t Jc in t F A O /W H O  

C om m ittee of G overnm ent E x p erts  as a C om m ittee of the W hole 
Com m ission to  have exclusive ju risd ic tion  of all questions concerning 
m ilk and m ilk products. T he  regu lar F A O  bu dg e t covers the  expense 
of th is  com m ittee. T he decisions of th is Jo in t C om m ittee will thus
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becom e the  decisions of the  Com m ission in th is  field sub jec t to 
review  by the Com m ission if requested. All m em ber countries of 
FA O  and W H O  are eligible for m em bership on the Jo in t Com m ittee. 
T he  Jo in t C om m ittee held its  S ix th Session in Rom e on June 17-21, 
1963 w here it adopted a s tandard  for W h ey  Cheese for1 resubm ission 
t o . governm ents for acceptance in its  revised form , and gave prelim i
nary  consideration to  d ra ft s tan dards for processed cheese products 
and prepackaged cheese to  be subm itted  to  governm ents for detailed 
com m ent. T he  com m ittee modified th e  s tan dard  for Sw eetened Con
densed M ilk to  provide th a t w here sugars o ther than  sucrose are 
used, th e ir  nam e and percen tage by w eigh t shall be declared on the 
label. I t  noted th a t 51 countries have accepted the  s tan dard  for 
w hole m ilk pow der. T he  com m ittee considered m ethods of sam pling 
and analysis, m ilk hygiene requirem ents, use of food additives in m ilk 
products and suggested  those substances be accepted w hich offer 
the  least likelihood of exceeding the  m axim um  to ta l in take established 
for unconditional acceptance. Baby foods should be free from  all 
add itives except in exceptional situations, w hen th e ir  presence m ust 
be declared. T h e  com m ittee suggested  governm ents m igh t w ish to  
propose one or m ore new  generic designations for im itation  m ilks 
consisting  of a com bination of m ilk products w ith  o ther products. 
G overnm ents are requested  to  m ake th e ir  com m ents available to  the 
S ecre taria t by  December 15,1963 at the latest.

Expert Committees and Preparatory Work 
for Additional Food Standards

T he  Com m ission then  m ade the  follow ing allocation of p rep ara 
to ry  w ork in d ra ft food standards :

Oils and fats (excluding margarine and olive oil).— Set up a
w orld-w ide E x p e rt Com m ittee, under the  C hairm anship  of the  U nited  
K ingdom , to  elaborate d raft s tan dards for fats and oils of anim al, 
vegetab le and m arine origin (except m argarine  and olive oil).

Margarine.—T he Com m ission accepted the  offer by the  In te r 
national F edera tion  of M argarine A ssociations to  subm it a d raft 
s tan dard  for Com m ission consideration.

'■ Cocoa Products and Chocolate.—Set up a w orld-w ide E x p ert 
Com m ittee, chaired by  Sw itzerland,, to  p repare d ra ft standards for 
these products for Com m ission consideration.
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Honey.— Set up a world-wide E xpert Committee, chaired by Austria, 
to  p repare draft standards for honey for Com m ission consideration.

Sugars.—Set up a w orld-w ide E x p ert C om m ittee, chaired by the 
U n ited  K ingdom , to  p repare  d ra ft s tan dards covering all types of 
carbohydrate  sw eetening m aterials.

Wheat.—T he  Com m ission requested  the In te rna tion a l Standards. 
O rgan ization  to survey the  w ork now7 in hand am ong several in te r
ested organ izations engaged in m ethods of sam pling and analysis for 
v rheat and to  m ake the  survey available to  the S ecre taria t by the  end 
of the year, in  o rder to  allow its subm ission to governm ents in good 
tim e before the  Second Session. T h is request w as accepted. The 
U nited  S ta tes suggested  th a t g rea te r un iform ity  in m ethods w as 
needed before grade standards w ere considered and the  Com m ission 
action w as taken  in accordance w7ith  th is view7.

Meat (carcasses and cuts).— Set up a w orld-w ide E x p ert Com 
m ittee, chaired by the  F ederal R epublic of G erm any, to  elaborate 
proposals fo r:

(1) Classification and g rad ing  of carcasses and cuts of beef, lam b, 
m utton , pork and veal ;

(2) D efinitions, labelling and o ther requirem ents for such proc
essed m eat products as the E x p ert C om m ittee m ight feel desirable 
a t th is  stage.

Fruit Juices.—T he  Com m ission w arm ly  w elcom ed the  recom 
m endations by the W o rk in g  P a rty  on the  S tandard ization  of P erish 
able Foodstuffs of the  Econom ic Com m ission for E urope, henceforth  
to  carry  ou t jo in tly  w ith  the Com m ission its  recen tly  s ta rted  w ork 
on fru it ju ice stan dards covering raw  fru it juices, concentrated  basic 
fru it juices, basic fru it juices, fru it juices, concentrated  fru it juices, 
and fru it juice beverages.

T he  resu lting  Jo in t E x p ert Group is to  subm it its  d ra ft s tan dards 
for Com m ission consideration.

Processed Fruit and Vegetables.— Set up a w orld-w ide E x p ert 
Com m ittee, chaired by the  U n ited  S tates, to  p repare d ra ft standards 
covering all types of processed fru its  and vegetables, including cried  
products and jam s and jellies. T he Com m ission requested  th is  com 
m ittee to  m ake full use of the  experience gained by  F ran ce  in earlier 
w ork on th e  sub ject undertaken  on,a E uropean  basis.
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Fresh Fruit and Vegetables.— T he Com m ission endorsed the  com 
prehensive and successful program  of the  Econom ic Com m ission for 
E urope in th is  field and urged  in terested  countries outside E urope 
to  partic ipate  actively in its w ork  as observers.

Fish and Fish Products.—T he Com m ission adopted  a proposal 
m ade by the S ecretaria t th a t it accept the  offer of the F A O  Fisheries 
D ivision to  carry  ou t the  p repara to ry  w ork for such stan dards in 
consultation  w ith  experts in th is  field. T he Com m ission a t a  la te r 
session will consider the estab lishm ent of an E x p ert Com m ittee in the 
ligh t of the progress m ade in the p repara to ry  work.

Poultry.—T he Com m ission agreed to  take up the question of 
d raft standards a t its nex t session. T he U nited  S ta tes w as requested 
to  prepare a study for Com m ission consideration  a t th a t time.

Eggs.—T he Com m ission decided to  defer consideration of th is 
sub ject until the  nex t session, w hen it hoped to have m ore in form ation 
on the  program  and struc tu re  of the In te rna tion a l E g g  Commission. 
I t  requested  the Econom ic Com m ission for E urope to  defer recon
sideration of its earlier w ork un til the Codex Com m ission had an 
opportun ity  to  consider the question a t its nex t session.

Soft Drinks.— T he Com m ission accepted an offer by the  U nited  
K ingdom  to prepare a background paper on soft d rinks for considera
tion and possible fu rth e r action by the Com m ission a t its nex t session. 
I t  decided no t to  give fu rth er consideration for the tim e being to  
standards for beer.

Social Activities
T he foregoing reports  the principal actions taken by the Com 

m ission du ring  its business sessions. T he delegates, how ever, did 
no t only ge t to gether to  work. T he Secretaries G eneral of FA O  and 
W H O  invited them  and the observers, as well as the  S ecre taria t staff, 
to  a cocktail pa rty  on M onday, Ju ly  1. T he U nited  S ta tes held a 
cocktail p a rty  on T uesday, Ju ly  2, in honor of the Chairm an. Both 
parties w ere g rea tly  enjoyed by those in attendance. T hey  w ere held 
on the roof of the E A O  H eadqu arte rs  B uild ing w hich afforded a 
deligh tfu l panoram ic view of Rome, including the Colosseum, the 
C ircus M axim us, and the A rch of C onstantine. T hese occasions af
forded those in a ttendance an oppo rtun ity  to  g e t be tte r acquainted.
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Accomplishments and Future Importance of Codex Work
T he  A m erican food in du stry  owes a deb t of g ra titud e  to N athan 

K oenig  and the o ther m em bers of the U n ited  S ta tes delegation 
w ho w orked d iligently  tow ard  sound principles of food stan d ard 
ization. John  L. H arvey  served im partia lly  and effectively and his 
o u ts tan d in g  service w as acclaim ed by the delegates. H ow ever, it was 
apparen t, from  the m any and extended discussions held du ring  the 
m eeting  th a t local and  national in terests  have no t been forgotten . 
T he program  of w ork adopted by the Com m ission will require the 
active partic ipation  of the U nited  S ta tes in the E x p ert Com m ittees 
considering s tan d ard s  for com m odities m oving in trade  to  and from  
the  U n ited  S tates. W hile  these s tan dards are only advisory  in nature, 
un less accepted by the  U nited  S tates, they  are certain  to play an 
im p o rtan t role in in ternational trade since m any countries m ay be 
expected to  use them  in th e ir  specifications for in ternational trad in g  
purposes. F urth erm ore , as p artic ipa tin g  countries m ay be expected 
to  exert p ressure to adopt those stan dards as legal standards, the 
A m erican food in d u s try ’s fu tu re  in te res t is no t only in the  foreign 
trad e  aspects of the standards b u t in th e ir possible effect on dom estic 
food products, if a p resen t s tan dard  is revised to  conform  to  the  in te r
national food standard .

T he U n ited  S ta tes governm ent th ro ug h  its delegation has indi
cated  th a t it p lans to  consult w ith  A m erican in du stry  and to  seek 
advice and guidance from  in du stry  on these im p ortan t problem s, as 
well as keeping in du stry  inform ed in its  respective fields of in terest.

ANNEX

Suggested Principles for Consideration In Drawing 
Up International Food Standards

By F R A N K L IN  M. D E P E W
A Statement for the First Session of the Joint FAO /W H O  

C o d e x  A l i m e n t a r i u s  Commission
As sta ted  by the Jo in t F A O /W H O  Conference on Food S tan d 

ards held in Geneva, O ctober, 1962, the in ternational standards which 
it is the  w ork of the Com m ission to draw  up “aim  a t p ro tec tin g  con
sum ers’ health  and ensuring  fair p ractices in the  food trade. T heir 
publication  is in tended to  prom ote the  s tandard iza tion  of standards 
and in so doing to  fu rth e r the  developm ent of the in ternational food 
trad e .’’ W hile  we cannot expect to  reach th is u ltim ate  goal in the
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im m ediate fu tu re, it is desirable to  keep it in m ind in connection w ith 
p resen t efforts. C aution should also be exercised in w ork ing  tow ard  
th is  long range goal, and tow ard  the  m ore im m ediate goals, to  m ake 
certain  th a t  the  door is no t closed to  fu tu re  developm ents. T he 
spectacular and con tinu ing  advance in food technology has m ade 
im perative a system  of food regulation  w hich will facilita te  the  m ove
m ent of existing  food products and, im portan tly , of those ye t to  be 
developed. R egulation  in th is  field should be dynam ic and capable 
of adap tion  to  advances in science and changing w orld  conditions.

W e m ay expect to  a tta in  th is  u ltim ate  goal m ore quickly if we 
recognize the existing  factors w hich render difficult its early  realiza
tion. One of the  g rea te s t obstacles to  the adoption of these s tan d 
ards is the p ro tec tion ist policies of num erous h igh ly  developed 
countries. M any of these countries are sub ject to  stron g  p ressures to  
use th e ir food law s as a device for p rotection  of th e ir political and 
economic in terests  against foreign com petition. O ther m ajor obstacles 
to  harm onization  are the d issim ilarity  of food hab its in different p a rts  
of the  w orld and d issim ilarity  and varieties of characteristics of the 
same foods produced in different places. D issim ilarity  of raw  m a
terials now  presen ts a problem  w here it resu lts  in a s tandard  th a t 
fails to  encom pass a substan tia l portion  of the m ajo r crop of any 
country . M oreover, clim atic conditions m ay necessitate the  use of 
preservatives in certain  areas, w hereas they  m ay no t be necessary in 
o ther areas. T he harm onization  of the  differences of opinion in dif
feren t areas as to  w h at constitu tes honesty  and fair dealing  in the  
in te rest of the  consum er also p resen ts a difficult problem . F inally , 
differing in te rp re ta tion s of term ino logy m ust be resolved in order to  
elim inate such de terren ts  to  w orld-w ide standards.

W hile  th is  u ltim ate  goal cannot com pletely be realized a t th is 
tim e, we believe it suggests w h a t the  im m ediate program  should be 
and how  to  approach the  task  of achieving equal p rotection  to  con
sum ers by  sim ilarity  of regulation  to  the  ex ten t p resen tly  possible. 
W e believe the im m ediate objectives to  a tta in  are harm onization  of 
ex isting  food stan dards and the developm ent of a num ber of proposals 
for new stan dards on both a regional and w orld-w ide basis. In  th is  
connection we urge th a t the  public in te res t w ill best be served if food 
regulation  is confined to  its in tended purpose of (1) the  pro tection  of 
the  consum er against health  hazards and (2) the  protection  of the 
consum er ag a in st fraudu len t or m isleading claims. In  estab lish ing  
and harm onizing  these food standards they  should, thus, be designed 
to  p ro tec t the needs of the  consum er ra th e r than  to  pro tect industry .
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Governing Principles
W e earnestly  believe th a t the  principles th a t should govern th is  

w ork  are the  follow ing :
(1) I t  is of g rea te r consum er im portance to  w ork rapidly tov/ard 

un iform ity  of to lerance in pesticide residues, food additives, color 
additives, and sim ilar substances, such as preservation, antiox idan ts 
and em ulsifiers, than  it is to  standard ize  quality  factors for economic 
purposes. H ea lth  is fundam ental and should supercede all o ther con
siderations. L ack of un iform ity  of th is  kind also p resen tly  operates 
as a d e te rren t to  in terna tional trade. W h ere  these substances have 
been scientifically show n to  be safe, th e ir general acceptance w ould 
appear to  be in the public in terest. T hus, we urge a general adoption 
of the  principles laid down by FA O  and W H O  on safety evaluation 
and specification of food additives. U niform ity  of to lerances in th is 
general area could be furthered  by a g rea te r use of ex isting  in te rn a 
tional facilities for standard iz ing  analytical m ethodology and chemical 
term inology. T here  has been a g rea t deal of th is  type of w ork done 
in m any countries w hich m igh t well be recognized and used to  
advantage on a b roader basis.

(2) Food stan dards should deal w ith  the  basic in teg rity  of food 
products. T hey  should no t be rigid recipe or form ula standards which 
specify each and every com ponent. A ny ingred ien t not specifically 
forbidden by the standard  should be allow ed as long as the basic 
in teg rity  of the product is m aintained. P a s t experience has show n 
th a t recipe stan dards will too frequently  serve to  ob struc t the en try  
of en terp rising  innovato rs w ho offer im proved products. C onsum er 
expectation  has been used to  establish recipe standards in the past 
w hich have operated  to  p reven t the use of w holesom e substances th a t 
the public has never heard of, th ro ug h  ignorance of new  developm ents 
and new  advances in technology. H ow  can the consum er have 
expectations abou t an y th in g  really  new ? So long as a p roduct is 
safe and has the  expected characteristics of taste , smell, and so forth, 
including the essential nu tritional value, it w ould appear to  deserve 
in troduction  to  consum ers. Recipe or form ula standards do no t serve 
the public in terest w here they  operate as a brake on progress. O n the 
o ther hand, standards w hich sim ply estab lish  basic product in teg rity  
will perm it the  m anufacturer to  be free to select the type and qu an tity  
of ingred ien ts going in to his p roduct based on the dem ands of the 
m arket place. W h ere  necessary to  p ro tec t the  consum er in special
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situations, app ropria te  provision m ay be m ade for a recipe-type stan d 
ard  w hich w ould specifically p roh ib it the  use of certain  specified 
ingredients.

(3) Food stan dards should aim a t the early elim ination of trade 
barriers resu lting  from  differing in te rp re ta tion s of scientific data. 
Scientific tru th s  are universal and there  should be an in ternational 
acceptance of valid chem ical analyses and the resu lts  of com petent 
tests. T herefore, food standards should be based upon the best 
technical advice available in order to  assure th a t th e  standards are 
p rim arily  designed to  p ro tect the public health.

(4) W h ere  im m ediate harm onization  of food standards is p ro 
posed for a p articu lar region, such standards should be prom ulgated  
only on the  basis of a dem onstrated  need for such standards, and they  
should be subm itted  for review  and com m ent to  all partic ipating  
governm ents before they  are offered for acceptance in the  Codex.

(5) U n ifo rm ity  of m ethodology, affording com m on yardsticks in
different countries, is a m ost im p ortan t aspect of food standardization . 
Food stan dards should, therefore, prescribe m ethods of analysis w here 
appropriate , e ither d irectly  or by reference. E ffort should be m ade to 
m ake analytical procedures as quick and simplified as possible so as 
to  m ake te s tin g  as econom ically available as practicable. Sim ple and 
practical m ethods are im p ortan t to  enforcem ent officials for effective 
enforcem ent. P erhaps qualification of teste rs  should be specified so 
as to  avoid questions of acceptance of tests  m ade in one cou n try  by 
those in ano ther country . [The End]

HEARING ON PRESCRIPTION-DRUG ADVERTISEMENTS 
REGULATIONS SCHEDULED

A public hearing to consider objections to  Section 1.10 5 (e )-(j ) of 
the p rescrip tion -d rug  advertisem ents regulations has been scheduled 
for O ctober 10, 1963, by  the FD A , for the purpose of receiving relevant 
and m aterial evidence. T he effective date of Section 1.105(e) - ( j ) has 
been stayed pending the outcom e of the hearing. T he D epartm en t of 
H ealth , E ducation  and W elfare believes tha t there are legal issues of 
s ta tu to ry  in terpre tation  which m ust ultim ately be settled by the courts, 
but the hearing will offer the opportunity  to present evidence on any 
factual m atters relating  to the issues.

W illiam  E. B rennan, a duly qualified H earing  Exam iner, is desig
nated to conduct the hearing, w ith full au thority  to adm inister oaths, 
m ake affirm ations, and do all other things appropriate to the  conduct 
of the hearing. FD A  Notice, 28 F ed era l R e g is te r  9837, C C H  F ood D rug 
Cosmetic L aw R eports, 40,057.
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The Latin-American Food Code:

Chapter XIV of the Latin-American Food Code W as Translated from 
the Original Spanish by Ann M. Wolf of New York. The Translation 
Is Based on the 1960 Edition of the Code Published in Buenos Aires, 
as Subsequently Amended by the Latin-American Food Council (Form
erly Called the Latin-American Food Code Committee), up to Septem
ber, 1962. The English Translation of the Introduction to the Code by 
Dr. Charles A. Grau and the Index Were Published :n the October, 
1 960 Issue of the FOOD DRUG COSMETIC LAW JOURNAL; the Trans
lation of Chapter IV (Utensils, 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; the November, 1961 Issue Contained 
the Translation of Chapter XVI (Correctives and Improving Agents 
— Additives); Chapter XII (Nonalcoholic Beverages and Refreshing 
Foods and Drinks) Appeared in the June, 1962 Issue; and Chap
ters I, II, III and V (General Provisions; General Requirements for 
Food Factories and Food Outlets; The Storage, Preservation and 
Processing of Foods; Labelling) Appeared in the April, 1963 Issue.

Article 496—A ny distilled sp irits  p lant shall com ply w ith  the 
general regu la tions of th is  Code and, in addition, m eet the follow ing 
re q u irem en ts :

1. T he nam e “Distillery” (distilled spirits p lant) m ay only be used 
by p lan ts  w hich own and operate au thorized  stills and m anufacture 
distilled alcoholic beverages a n d /o r  rectified alcohol.

2. T he room s used to  m anufacture distilled alcoholic beverages, 
to  prepare liqueurs, and to  sto re  finished beverages and raw  m aterials 
shall be separated  from  each o ther by fixed partitio ns and shall have 
w aterp roof floors. In  addition , the  w alls of the  room s used for m anu
factu re  and m aceration  shall be w ainsco tted  w ith  a w aterproof m aterial 
up to  1.80 m. T h is  requirem ent shall no t apply to  the  basem ents and 
o ther room s used to  sto re w ooden casks w ith  products in the process 
of aging.

CHAPTER XIV—  SPIRITUOUS BEVERAGES
Distilled Alcoholic Beverages and Liqueurs
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3. D istilleries are proh ib ited  from  holding any chem icals (d ress
ings, im proving agents, an ti-ferm entation  agents, etc.) in tended to  im 
prove, preserve, artificially age, or im ita te  distilled alcoholic beverages 
and  liq u e u rs ; from  m isleading the pu rchaser or consum er as to  the 
essential qualities, origin, or class of a p rod uct; and from  a ttr ib u tin g  
to  a  syn thetic  p roduct the characteristics of a na tu ra l or standard  
beverage by falsifying analysis resu lts. T he presence of the  aforesaid 
proh ib ited  substances on the prem ises of a  distillery, o r in d istillery  
annexes, even in sealed containers, shall be sub ject to penalties, and 
in addition , th e  v io la tory  products shall be confiscated forthw ith .

4. M anufactu rers of alcoholic beverages shall be obliged to  ex
h ib it th e ir  m anufac tu ring  and sales records to  the H ea lth  Inspecto rs 
w henever requested  to  do so in the course of an official inspection.

A rticle  497—T he term s “Alcohol,” “Neutral Alcohol” and “Rectified 
Alcohol” m ean any alcohol w hich is obtained th rough  the d istilla tion  
and rectification of ferm ented m ashes, as well as any alcohol ob tained 
th ro ug h  the rectification of natu ral brandies. T he  alcoholic con ten t of 
the p rod uct ready for consum ption shall, a t 15° C., never be low er than 
95 per cent, and its  to ta l im purities shall never exceed 0.5 gram s per 
lite r of abso lu te alcohol.

“W ine Alcohol” is rectified alcohol prepared from  w ine or w ine 
products, from  w hich th e  m ethyl alcohol has been rem oved. All neu
tra l alcohols shall be considered suitable for the  preparation  of bever
ages, v inegars and perfum es.

A rticle 498— T he term s “ Genuine Brandies” and “Natural Brandies” 
m ean any brandy  ob tained from  the special d istilla tion  of ferm ented 
m ashes, or from  the  special d istilla tion  of th e ir  com ponents o r deriva
tives, provided alw ays th a t they  have no t suffered a ltera tions and th a t 
no substances extraneous to  th e ir  na tu re  have been added to  them . 
T h e ir alcoholic con ten t m ay no t in any  case be h igher than 85 per cent. 
T hese products shall be labeled “Suitable for H an d ling ,” provided th a t 
th e ir  fu rfural con ten t does no t exceed 0.08 gram s per lite r of absolute 
alcohol a n d /o r  th a t th e ir  m ethyl alcohol con ten t does no t exceed 3 
m illiliters per thousand  m illiliters of brandy. In  natu ral fru it brandies 
w hich are “ Suitable for H an d ling ,” the presence of m ethyl alcohol 
in an am ount of up  to  5 m illiliters per lite r of b randy  (K irschw asser, 
etc.) shall be perm itted .

T he  term  “special distillation” applies to the distillation perform ed 
in a sim ple po t still, or in a  d istilling  colum n w ith  partia l rectification,
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a t no t m ore than  85° C., so as to  obtain a p rod uct w ith  specific charac
teristics and w ith  the  lim ited am ount of im purities perm itted.

Article 499—T he term  “Distilled alcoholic beverages” means natural 
brandies of an alcoholic con ten t of betw een 35 and 60 per cent, 
obtained directly, or by redistilla tion , blending, or the addition  of 
w ater. D u ring  ferm entation  or d istilla tion , the  m ash or the  brandy  
m ay be flavored if th is is requ ired  to  ob tain  the desired type of alco
holic beverage. In  the sam e m anner, sw eeten ing  and coloring w ith  
authorized  substances shall be perm itted  w hen the  practice m akes it 
advisable or the type of beverage requires it.

In  general, if no specific ru les have been fixed in th is Code, th e ir  
to ta l volatile im purities or vo latile con stituen ts  (the  term  “volatile 
con stituen ts” m eaning the  sum  to ta l of aldehydes, acids, esters, fu r
fural and h igher alcohols) m ay never am ount to  m ore th an  1.8 gram s 
or less than  150 mg. per 100 ml. of anhydrous alcohol, and the  furfural 
lim it shall be 4 mg., the  m ethyl alcohol lim it 0.25 ml. p e r 100 mi. of 
anhydrous alcohol. T hese requ irem en ts shall be m et by all p roducts 
listed  in A rtic les 502 and 50'3 hereof.

Article 500—T h e nam es “Brandy” and “W ine Brandy,” used alone 
w ith ou t any  o ther specification, m ean a brandy  obtained th ro ug h  the 
special distillation of w ines o r w ine brandies.

Article 501— T he nam e “Cognac” m eans the  alcoholic beverage 
obtained from  a w ine b rand y  th a t  has been aged in suitable w ooden 
con tainers for n o t less than  24 m onths and has acquired the ch arac te r
istics peculiar to  th is  beverage. I t  m ay be colored w ith  caram el. The 
d ry  residue of th e  finished p rod uct m ay no t exceed 2 p er cent, and its 
to ta l volatile con stituen ts  shall am ount to  no t less th an  280 m g. p e r 100 
ml. of anhydrous alcohol.

Article 502—T he nam e “Brandy o f . . followed* by th e  nam e of 
the fru it used in the  beverage designates any alcoholic beverage ob
tained  th ro ug h  th e  special d istilla tion  of m ashes of fruit.

T he  te rm  “ B rand y” is p roh ib ited  from  being used for beverages 
prepared w ith  alcohol obtained from  cereals, m olasses o r o ther carbo
hydrates.

* N ote of the tran sla to r: In  the E n g 
lish language, the nam e of the fru it p re
cedes (Apple brandy, etc.).
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N atu ra l F ru it B randies shall be nam ed as follows :
1. “Plum Brandy,” “Slivovitz,” “Quetsch” or “Mirabelle” : a b randy  

distilled from  ferm ented sound fresh plum s. I ts  con ten t in volatile 
constituen ts shall exceed 300 mg. per 100 ml. of anhydrous alcohol, 
inclusive of the hydrocyanic acid con ten t w hich m ay no t exceed 40 mg. 
per lite r of beverage ready for consum ption. I ts  acidity , expressed 
as acetic acid, shall be less than  1.8 gram s per liter. T he  hydrocyanic 
acid in plum  b rand y  m ust come exclusively from  the  ferm ented fru it ; 
the  addition , before or a fte r distillation , of vegetable m acerations or 
ex trac ts  con ta in ing  hydrocyanic acid is prohibited.

2. “Agriot or Cherry Brandy,” “Kirsch” or “Kirschwasser” : a 
brandy distilled from  fresh sound agrio ts or cherries, which have been 
ferm ented w ith  or w ith ou t the  stones. I ts  content in volatile con stitu 
ents shall exceed 230 mg. per 100 ml. of anhydrous alcohol, inclusive 
of the hydrocyanic acid which m ust come exclusively from  ferm ented 
agrio ts or cherries and w hich, a t the distillery, m ay vary  betw een 
10 mg. and 100 mg. per liter, b u t in the beverage ready for consum p
tion is no t perm itted  to  exceed 50 mg. per liter.

3. Apple B randy, a brandy distilled from  ferm ented apple juice 
or apple pulp.

4. Pear B randy, a brandy distilled from  ferm ented pear juice or 
pear pulp.

5. “Cider Brandy” or “Calvados” (A pplejack) : a brandy  distilled 
from  genuine ciders, su itable for consum ption. I ts  con ten t in volatile 
constituen ts shall exceed 400 mg. per 100 ml. of abso lu te alcohol, no t 
less than  175 mg. of w hich shall be esters. I t  m ay be colored slightly  
w ith  caramel.

6. “Grape Brandy” or “Pisco”* : a b randy  obtained from  the  d is
tilla tion  of a ferm ented grape m ash in the  presence of grape pulp 
and w aste.

7. Raki Brandy  : a b randy  distilled from  a ferm ented m ix ture  of 
fru its, such as figs, dates, plum s, etc.

Article 503— T he brandies nam ed hereinafter, in the preparation  
of w hich no fru it juice or fru it pulp is used, shall m eet the follow ing 
specifications :

* N ote of the tran sla to r: A  higher T he nam e is draw n from  the P eruv ian  
brandy  p repared  in Chile and P eru . po rt Pisco.
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1. Anise B randy, a brandy  distilled from  a m aceration of aniseed 
(com m on aniseed, star-anise, or a m ix ture of the tw o) in w ine brandy, 
w ith  o r w ith o u t o ther substances and arom atic  extracts.

2. “Arac,” “Arrac,” “Arrack,” or “Sunchou” : a brandy distilled from 
a ferm ented rice m ash, to  w hich palm juice, sug ar cane, m olasses and 
flavors derived from  pineapple, catechu, or arom atic barks m ay be 
added.

3. “Sugar Cane Brandy,” “Aguardiente” ( “Tafia,” “Cachaza,” 
“B ranqu ina,” or “ P in ga” *) : a brandy  distilled from  ferm ented sug ar 
cane syrup or m olasses.

4. “Grain Brandy”: a brandy  obtained th ro ug h  th e  special d istil
lation of a sw eetened ferm ented m ash of grain. I ts  con ten t in volatile 
constituen ts  m ay no t be low er than  280 mg. per 100 ml. of anhydrous 
alcohol.

W hen  grain  brandy  is to  be used in the  p reparation  of Geneva 
(A rticle  507, po in t 8 ), the  grain  m ash m ust be sw eetened w ith  barley 
m alt and  th e  brandy  obtained (M alt W ine) m ust be redistilled  in 
w hole or in p a r t in the  presence of ju n iper berries, in w hich case it 
m ay be nam ed “Geneva Concentrate” (a  p roduct still to  be processed).

5. “Grappa Brandy,” “Grapa,” “Marc Brandy,” “Graspa” or “Baga- 
ceira”: a  beverage obtained from  grape pom ace. T he use for th is 
beverage of the  nam e “Grape Brandy,” or of any sta tem en t in adver
tis ing  w hich im plies th a t th e  product is m ade from  grapes, no t from  
pom ace, is prohibited . I ts  con ten t in volatile constituen ts shall not 
be less th an  300 mg. per 100 ml. of anhydrous alcohol. I t  m ay be 
swreetened and colored.

6. “Mescal,” “Mescal,” “Tequila” and “Cocuy Brandy” ** : products 
obtained through the special d istilla tion  of ferm ented ju ices of several 
agave varie ties (A m ary llidaceae). (F o r  “P u lque ,” see A rticle 495, 
point 6 ***.)

7. “R um ” or “Rhum ”: a b randy  derived from  the  alcoholic fer
m entation  and special d istilla tion  of raw  or boiled sug ar cane juices 
and o ther by-products of sug ar m anufacture. T o m ake it ready for 
consum ption it m ust be aged in app ropria te  wooden barrels. I t  m ay

* N o te  o f  t h e  t r a n s l a t o r :  T h e  l a s t  *** N o te  o f  th e  t r a n s l a t o r :  C h a p te r  
f o u r  n a m e s ,  u s e d  in  C e n t r a l  A m e r ic a  X I I I ,  “ F e r m e n t e d  B e v e r a g e s ,  W in e s  
a n d  E r a z i l ,  a r e  n o t  t r a n s l a t a b le .  a n d  s im i la r  p r o d u c t s . '’

** N o t e  o f  t h e  t r a n s l a t o r  : N a m e s  u sed  
in  M e x ic o  w h ic h  a r e  n o t  t r a n s l a t a b le .
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be colored w ith  caram el. I ts  con ten t in volatile constituen ts m ay no t 
be less than  300 mg. per 100 ml. of anhydrous alcohol.

8. “M alt Brandy” or “Malta”: a b randy  obtained th ro ug h  the 
special d istilla tion  of a ferm ented m ash of barley  m alt. I t  m ay be 
nam ed “Pure M alt W hiskey” w hen it has been aged in app ropria te  
wooden containers for m ore than  tw o years.

A rticle  504— D istilled alcoholic beverages m ay contain only one 
type  of brandy, b u t beverages of the sam e type m ay be blended w ith 
o u t any  sta tem en t to  th a t effect on the label.

N eu tra l sp irits m ay be blended only w ith  o thers  of the sam e 
origin, w hich m ay be used only in the proportion required  to  reduce 
the  con ten t in im purities or volatile constituen ts to  the  lim its specified 
in A rticle 499 hereof.

A rticle  505— N am es such as “Cana* Blab ana,” “Cana de la Habana,” 
“Cana de Habana,” “Cana del Paraguay,” “Hollands Gin,” “French Cog
nac,” “Scotch W hisky,” “Jamaica R um ,” “Martinique R um ,” “Danziger 
Goldwasser” and sim ilar or k indred nam es w hich define the geographic 
origin of an alcoholic beverage (b randy  or cordial) m ay be used only 
w hen the  finished product comes from  the country  or the locality 
nam ed in the designation.

A rticle 506—T he term s “Liqueur,” “E lixir” and “Cordial” mean 
any alcoholic beverage th a t has been prepared by m ix ing or red is
tilling  rectified alcohol or b randy  w ith , or over, substances of vege
tab le  origin, or w ith  ex trac ts  derived from  infusions, percolations or 
m aceration of such m aterials, and sw eetened w ith  sugars or honey. 
W hen  the  am ount of sw eetener added is less than  10 per cent (by 
w e ig h t/v o lu m e), the liqueur m ay be called “D ry”; w hen it  is less than
2.5 per cent (by w eigh t/vo lum e) it m ay be called “Dry spirit”; w hen 
it con tains betw een 10 and 20 per cent (by w eigh t/vo lum e) of sw eet
ener, “Sw eet” and w hen the sw eetener exceeds 20 per cent (by 
w eigh t/v o lum e), it m ay be called “Fine.” T he nam e “Cream” m ay 
only be given to  liqueurs of a syrupy consistency con tain ing  sweetener 
in a p roportion  of m ore than  35 per cent (by w eigh t/v o lum e). T he 
nam e “frosted liqueur” m ay only be used for p roducts oversa tu ra ted  
w ith  sug ar w hich crystallizes later.

* N o te  o f  th e  t r a n s l a t o r :  T h e  w o r d  to  d e s ig n a t e  a  ty p e  o f  w h i te  s p i r i t  m a d e  
“ C a n a ,”  w h ic h  t r a n s l a t e d  l i t e r a l l y  m e a n s  f r o m  s u g a r  c a n e , 
s u g a r  c a n e ,  is u s e d  in  S o u th  A m e r ic a
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L iqueurs m ay be colored w ith  authorized  colors w ith o u t a  
declaration.

L iqueurs prepared w ith  a base of fru it ju ices c r  p a rts  of fru its  
m ay be nam ed “Ratafias.” T he  w ords “Cherry,” “Apricot,” “Peach” 
etc. m ay be used on liqueurs m ade from  the  fru its  th u s  nam ed.

L iqueurs shall have an alcoholic con ten t of no t less than  15 per 
cent and m ay be designated  by d istinctive nam es ( “nom bres de 
fan tasia” ) w henever none of the generic  nam es given in th is Code 
fits the product exactly.

A rticle  507— H erein after a list of generic nam es, w ith  the  defini
tion of the products d istingu ished  by them.:

1. “A nis” or “Anisado”: a  liqueur distilled frorti an aniseed (o rd i
nary  aniseed, star-an ise, or a m ix ture  of the  tw o) m aceration in neutral, 
alcohol, or obtained th ro ug h  the m ix ing of neu tral alcohol w ith , d is
tilled o r undistilled, na tu ra l aniseed essence. O th e r arom atics may be 
added to  it.

An anis to  w hich sug ars  in an am ount exceeding 20 per cent (by 
w eigh t/v o lum e) have been added shall be nam ed “Sw eet A n is” or 
“Carbanchel Anis,” and w hen th e  am ount of sug ar added exceeds 
35 per cent (by  w eigh t/v o lum e) it m ay  be nam ed “Cream A nis” o r 
“Anisette.”

A nise brandy  and dry  anise liqueur of an alcoholic con ten t of 
m ore th an  40 per cent m ay be nam ed “Arabian A nis” or “Turkish  
A nis.”

2. “A kuavit,” “A kvavit” or “Acqua Vitae”: an  alcoholic beverage 
w ith  a base of neu tra l alcohol, flavored w ith  in fusions o r  d istilla tes 
of arom atic  seeds o r  herbs.

3. “Blackberry L iqueur”: a liqueur prepared w ith  the  ju ice o r  a 
m aceration of b lackberries and o ther fruits.

4. “Noisette Liqueur”: a cordial obtained from  the  alcoholic 
m aceration of green w alnu t hulls and lem on peel.

5. “Cana” (S u g ar C a n e ) : T h is  term, applies n o t only to  th e  
distilled beverage so nam ed (A rticle 503, po in t 3), b u t also  to  an alco
holic beverage prepared w ith  rectified alcohol, diluted w ith  w ater, to' 
w hich au thorized  essences m ay be added. T he nam e “Cana Doble” 
m ay only be used for products w hose alcoholic con ten t is h igher than  
45 per cent.
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T he nam e “Fruit Caña” (plum , peach, m andarin, kum quat, orange, 
tangerine, grape, etc. Caña) applies to  beverages prepared from  the 
m aceration  of these fru its  in rectified alcohol.

T he  nam e “Burned Caña” m eans a liqueur sw eetened w ith  sugars 
or honey in a proportion  of m ore than  10 per cent (by w eigh t/v o lum e) 
and flavored w ith  au thorized  essences an d /o r, distilled or undistilled, 
infusions or m aceration  of oranges or o ther fruits.

6. “Cassis”: a liqueur prepared w ith  the  juice a n d /o r  m aceration 
of red curren ts and raspberries.

7. “Curagao”: a liqueur prepared from  an alcoholic infusion or 
m aceration of b itte r  and sw eet orange peel, to w hich perm itted  
arom atics (tangerine, mace, cinnam on, lem on, etc.) m ay be added 
and which m ay be distilled in whole or in part. S trongly  flavored 
“Curacao" m ay be nam ed “Triple Sec” or “Extra Dry.”

8. “Geneva”* : an alcoholic beverage obtained th ro ug h  the m ixing 
of “Geneva Concentrate” (A rticle 503, po in t 4) w ith  neu tra l sp irits of a 
suitable alcoholic content. T he addition  of sugar in am ounts no t 
exceeding 2 gram s per cent is perm itted . I ts  alcoholic conten t shall 
not be lower than  35 per cent.

9. “Gin”: a beverage obtained th ro ug h  the alcoholic m aceration 
of jun iper berries followed by distillation . T he addition of o ther 
arom atics is perm issible. T he designation “Sweet Gin” (“Old T om  
G in” ) m ay be used for gin conta in ing  10-15 gram s of sugars per liter, 
and the  nam e ’’D ry Gin” for gin con tain ing  a sm aller am ount of 
sugars. T hese  products m ay no t be nam ed “Geneva,” “D ry Geneva” 
or “Sw eet Geneva.”

T he nam e “Sloe Gin” designates a gin prepared from  a m aceration 
of sloe berries, and the nam e “Lemon Gin” a gin prepared from  a base 
of lem on peel or na tu ra l lem on essence.

10. “Cacao Liqueur”: a liqueur prepared from  an alcoholic, dis
tilled or undistilled, m aceration of de-fatted  cacao, to  w hich vanilla 
and o ther arom atics have been added.

11. T he nam es “Cocktail,” “Coctel,” “Grog” and “Punch” m ean 
m ix tures of different alcoholic beverages, to which juices, fru it chunks 
and syrup m ay be added. T hey  are usually  sold in finished form  or 
are m ixed im m ediately before serving. Cocktails are usually  served

* N o te  o f  t h e  t r a n s l a t o r :  A  D u tc h  
g in , a t  t im e s  r e f e r r e d  to  a s  “ S c h n a p p s ” 
o r  “ H o l l a n d s  G in .”
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ice-cold or w ith  ice, w hereas grogs and punches are p repared  w ith  
ho t w a te r  or tea.

12. “Cherry Brandy”: a  liqueur prepared  m ain ly  from  a maceration 
o r th e  ju ice of cherries o r ag rio ts  and perm itted  arom atics.

13. “Coffee Liqueur”: a liqueur p repared  from  a, distilled o r u n 
distilled, coffee tin c tu re  to  w hich van illa  and  o ther arom atics have 
been added.

14. “Caraway Liqueur” or “K üm m el”: a liqueur ob tained from  an 
alcoholic m aceration  of caraw ay seeds, aniseed, cumir. seeds and o ther 
arom atics, w hich m ay be followed by d istilla tion . T he nam e “Allash” 
d istingu ishes a “K üm m el” of superior quality , flavored w ith  orris, 
angelica root, etc.

15. “Gold Liqueur”: a liqueur p repared  from  an alcoholic m acera
tion of angelica root, cinnam on, mace, coriander, caraw ay seeds, cloves, 
figs, rose w ate r and o ther arom atics, to  w hich a few  gold leaves w ere 
added d u ring  the b o ttlin g  process.

16. F ruit Liqueurs (banana, plum , peach, orange, tangerine , grape, 
etc. liqueurs) m ust be prepared  from  d isin tegra ted  fru its , alcoholic 
solutions, tinc tu res or the, distilled or undistilled, alcoholic m aceration 
of the  fru it nam ed. T he add ition-of essences w ith  a flavor sim ilar to  
th a t of the s ta r te r  fru it is proh ib ited .

17. “Pennyroyal Liqueur” ( “P u lio ll” ) : a liqueur prepared  from  a 
distilled or undistilled, alcoholic m aceration  of pennyroyal (L ipp ia  
tu rb ina ta , G R IS E B ), to  w hich o th e r arom atics m ay be added and 
w hich m ay be colored w ith  chlorophyll o r o th e r au thorized  substances.

18. “Maraschino” or “Marraschino”: a liqueur prepared  w ith  
cherry  or ag rio t brandy  or w ith  a, distilled or undistilled, alcoholic 
m aceration  of cherries or agrio ts, to  w hich o ther arom atics m ay be 
added.

19. “M in t” or “Peppermint Liqueur”: a liqueur prepared  w ith  
n a tu ra l pepperm in t essence and rectified alcohol, or w ith  a distd led  
or undistilled, alcoholic m aceration  of m in t leaves, w hich m ay be 
colored w ith  chlorophyll or ano th er au tho rized  substance and to  
w hich o ther arom atics m ay be added.

20. “Peperine Liqueur”: a liqueur prepared  w ith  an alcoholic 
m aceration of peperina (B vstropogon mollis, K O T H )*  to  w hich

* N o te  o f  t h e  t r a n s l a t o r :  P e p e r in a ,  o r  
B y s t r o p o g o n  m o l l i s ,  K O T H ,  is  a  m in t  
v a r i e t y  f o u n d  in  A r g e n t in a .
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o ther arom atics m ay be added and w hich m ay be colored w ith  
chlorophyll or ano th er au thorized  substance.

21. “Prunelle”: a liqueur prepared from  a m aceration of plum s 
in neutral spirits, cognac, or another natural brandy, to which aromatics 
m ay be added.

22. “Vespetro”: a liqueur prepared w ith  alcoholic m acerations of 
angelica root, coriander, aniseed, fennel, badian and o ther authorized 
arom atics.

23. "Vodka” or "W odka” : an alcoholic beverage obtained from  a 
cereal or tubercle  brandy, or from  dilu ted neu tra l sp irits  which may, 
b u t need no t be, flavored and aged.

24. "W h isky” or “W hiskey” : an alcoholic beverage m ade from  a 
grain  brandy  derived from  a m ash sw eetened w ith  m alt, sto red  for 
no t less th an  tw o years in barre ls  of oak or ano th er suitable wood as 
provided for in A rticle  511 of th is  Code. W hisk ies m ay be blended 
w ith  neu tra l g ra in  sp irits  w hich have been aged for n o t less than  tw o 
years.

T he alcoholic con ten t of w hiskey shall not be low er than  42 per 
cen t; its dry residue, free from  sugar, shall not exceed 0.25 grams per cen t; 
its  acid ity  lim it shall be equivalent to 1 ml. of norm al alkali per 
100 m illiliters and in the finished product the  to ta l volatile im purity  
con ten t shall no t be less than  0.6 gram s per liter. I t  m ay be colored 
w ith  caram el and sw eetened w ith  sugars in an am ount of up to  0.5 
gram s per cent.

“Blended W hiskey” is a m ix tu re  of several whiskies.
"Straight W hiskey” is w hiskey no t blended w ith  o ther whiskies.
The various types of whiskey must meet the following characteristics:
a. "Scotch Type W hiskey” is m ade from  a M alt B randy  (P u re  

M alt W hiskey) w hich m ay be m ixed w ith  a G rain B randy  (G rain 
W hiskey) derived from  a m ash sw eetened w ith  m alt. I t  m ay be 
blended w ith  neu tra l grain  sp irits  aged in barrels of oak or ano th er 
suitable wood for no t less than  tw o years. T he nam e “P ure  M alt 
W h isk ey” m ay also be given to  the “Malt Brandy” defined in A rticle 
503, po in t 8 hereof, w hen the product has been aged for no t less than  
tw o years.

G rain W hiskey  m ay be distilled to  95° C.
b. “Irish Type W h iskey” is m ade from  a grain b rand y  derived 

from  a  m ash sw eetened w ith  m alt. I t  does no t have the peat flavor 
characteristic  of Scotch W hiskey.
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c. “Bourbon Type W hiskey’’ (A m erican W hiskey) is m ade from  a 
grain  brandy  derived from  a  m ash con tain ing  corn and sw eetened 
w ith  m alt. I t  is aged in charred  containers. A dry  residue of no t m ore 
th an  0.5 gram s per cent is perm itted .

d. “R ye W hiskey” is m ade from  a grain  brandy  derived from  a 
m ash th a t contains rye grain  and is sw eetened w ith  barley  a n d /o r  
rye m alt. Canadian Type W hiskies belong to  th is  type of w hiskey. 
T he  to ta l vo latile im purity  con ten t of Rye W hiskey  shall no t be less 
than  0.3 gram s p e r lite r of finished product.

O n Bourbon and R ye W hiskey  the percen tage of the blends m u st 
be show n on the  label.

25. “A griot Liqueur” : a liqueur prepared with agriot juice or de
rived from  the  m aceration  of ag rio ts in rectified alcohol, sw eetened 
w ith  sucrose, glucose or honey and dilu ted  w ith  w ate r in a  proportion  
of n o t less than  24 per cent.

Article 508— In the  labeling of dom estic p roducts w hich, because 
of th e ir  o rganoleptic  characteristics, are equ ivalen t to  p roducts o rig 
in a tin g  in o ther countries, m ention m ay be m ade of th is  fac t on the 
label by  placing th e  w ord “ty p e” before* the  geographic appellation, 
in a  ty pe  of le tte r  no t la rger th an  the  type used for th e  nam e of the  
product. F o r in s tan ce : “Scotch, A m erican o r Irish  ty p e” W hiskey, 
“ H ollands ty p e” Gin, “ F rench  ty p e” Cognac, etc.

Article 509—A ny alcoholic beverage no t specifically m entioned in 
th is  Code and sold w ith  a foreign indication of origin m ust be equiv
alen t to  the  orig inal p roduct w ith  regard  to  raw  m aterials, special 
m anu fac tu ring  technique and p a rticu la r characteristics. B everages 
sold as  im ported  from  abroad  m ust be accom panied by analysis cer
tificates from  the  coun try  of orig in prov ing  th e ir  provenance.

A rtic le  510—T h e  labeling and advertising  of sp irituous beverages 
(d istilled  sp irits  and liqueurs) are proh ib ited  from  contain ing refer
ences to  p rop erties  o r nam es w hich m ay m islead th e  consum er by 
causing  him  to  believe th a t the  product has th e rap eu tic  properties or 
qualities, such a s : “curative ,” “tonic,” “stom achic” o r “digestive.” 
W hen  term s referring  to  such properties aré used, the  beverages so 
designated  shall be considered “pharm aceutical-specialties”and as such 
shall requ ire  the  approval of the  com petent .health authority .-

* N ote of the  tran sla to r: In  the E n g 
lish, it w ould read “afte r.” ■ !
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T he consum ption of sp irituous beverages is prohibited from  being 
recom m ended in radio, oral, or w ritten  advertising  on th e  ground 
th a t they  provide stim ulation , w ell-being, or good health  o r have 
o ther therapeutic , hygienic or san itary  properties.

Article 511—T he tim e of ag ing  of alcoholic beverages m ay be 
m entioned in labeling and advertising  only if the  ag ing  took place 
under official control. T he sto rage tim e is the period du ring  w hich 
a beverage has been stored at an app ropria te  location in suitable 
wooden containers of a capacity  of not m ore than  1,000 liters. If  the 
beverage was aged in larger containers, the ag ing  is no t perm itted  to 
be m entioned.

T he  adjectives “A ged,’’ “O ld ,” or sim ilar term s m ay be used only 
on beverages w hich have been sto red  or m atu red  for no t less than 
th ree  years, and the  adjectives “ E x tra  old,” “ E x tra  aged ,” and sim ilar 
term s only on beverages m ore than  five years old. T he age of blended 
beverages shall be taken to  be the  age of the  com ponent sto red  for the 
sho rtest time.

Article 512— In the preparation  of sp irituous beverages (distilled 
alcoholic beverages and liqueurs), the use of harm less clarifiers shall 
be perm itted. R acking, b lending of brandies of the sam e type, carbon 
trea tm ent, filtration and w ash ing  (alcoholic con ten t) and, under cer
tain  conditions, the application of cold or heat to beverages requiring  
such trea tm en t, shall likew ise be perm itted . A rtificial ag ing  proc
esses m ay be used only if authorized by the health  au tho rity , w ith  the 
proviso th a t such ag ing  is no t perm itted  to be m entioned in labeling 
and advertising  the  products thus treated .

Article 513—T he m anufacture, ho ld ing and sale of A b s i n t h e an 
alcoholic beverage prepared from  a base of worm w ood, pepperm int, 
and fennel) and of similar beverages con tain ing  or im ita ting  absin the 
are prohibited .

T h is  proh ib ition applies also to beverages whose nam es resem ble 
the  w ord “absin th e” or sim ilar w ords in the  national or a foreign 
language, or whose labels, announcem ents or o ther advertising  m atte r 
contain a d irect or indirect reference to  absin the, the principles of 
absinthe, or derivated principles.

T he classification “absinthe-like” shall apply to  alcoholic beverages 
w hose predom inant odor and flavor are those of anise and which, 
w hen four volum es of distilled w ater are added to  them  slow ly drop
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by drop at 15° C., tu rn  cloudy, w hich cloudiness does no t d isappear 
com pletely upon th e  addition a t the  sam e tem p era tu re  of an o th e r th ree 
volum es of distilled w ater. I t  shall apply also to beverages conta in ing  
an essence w ith  a ketonic effect even if the  sam e do no t tu rn  cloudy 
w hen subjected to  the aforesaid test.

T he  classification “absin the-like” shall no t apply to  alcoholic 
beverages con tain ing  aniseed (anise brandy, anise liqueur, an ise tte) 
even w hen the cloud test is positive, provided th a t they  are color
less or th a t th e ir  only color is th a t of the brandies or arom atics 
used ; th a t they  do n o t contain essences w ith  a ketonic effect ; and 
th a t they  do no t violate the provisions contained in the second para 
g raph  of th is article. N or shall th is classification apply to  apéritifs 
w hich contain a sm all am ount of A rtem isia  A bsinthium , L. am ong the 
vegetab le substances used in the infusion or m aceration  from  w hich 
the  aperitif is prepared.

Article 514— T he nam e “A peritif” (F ern e t, B itte rs) applies also 
to  sp irituous beverages (see A rticle  484, 3 /e*) con ta in ing  certain  
b itte r  principles w hich are considered appetizers. They may be derived 
from  the  d istilla tion  or infusion, m aceration o r digestion of plants, or 
p a rts  of p lants, in rectified alcohol : b itte r  oranges, ginger, gen tian , 
quinine, chicory, angostu ra , absinthe, holy th istle , sw eet flag, com m on 
ery th raea , calum ba, quassia, jun iper, hops, to  which na tu ra l essences, 
sugars, or o ther authorized substances m ay be added. T h e ir  cotai 
dry residue shall no t be less than  10 gram s per liter.

T he  nam e “Orange Bitters” designates the  b itte rs  prepared from  
sw eet a n d /o r  b itte r  oranges and o ther au thorized  arom atics.

T h e  nam e “Angostura Bitters” designates the  b itte rs  prepared 
w ith  ang ostu ra  bark  ( Galipea eus paria, S A IN T  H IL A IR E ) and e th er 
au thorized  arom atics.

Article 515— T he preparation , holding, circulation  and sale of 
sp irituous beverages w hich are syn th e tic  im ita tions of the beverages 
listed herein or have been prepared in a m anner different from  the  one 
described in th is  Code is prohibited .

Article 516— Spirituous beverages (brandies and liqueurs) shall 
be considered unfit for consum ption if they  contain :

* N ote of the tran sla to r: T his provi
sion, included in C hapter X I I I :  “ F e r
mented Beverages," cavers apéritif wines.
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Free acidity, expressed as acetic acid, of m ore than  1.5 gram s 
per lite r ;

M ethyl alcohol, higher alcohols, acids and aldehydes in am ounts 
exceeding the proportions au thorized  by A rticle  499 hereof ;

Isopropyl alcohol, benzol, homologous hydrocarbons, pyridine or any 
o ther substances officially used as alcohol denatu rizers ;

Mineral or organic acids ex traneous to  the  usual com position of 
the  beverage ;

Hydrocyanic acid in amounts exceeding 50 milligrams per liter ;
Essences or extracts or aromatic m ixtures con tain ing  toxic con

s titu en ts  w hich have been proh ib ited  specifically ;
Artificial sweeteners;
Coloring matters the use of w hich is prohibited;
Unauthorized preservatives;
Irritating, purgative or drastic bitters, the use of which has not been 

authorized or has been forbidden specifically. O f the  authorized  sub
stances, black pepper, pim ento, m ustard , rhubarb , aloe, senna and 
w hite  agaric m ay no t be used in am ounts exceeding 2 gram s per lite r ; 
if a beverage contains m ore than one of these drugs,* th e ir  agg regate  
m ay not exceed 4 gram s per liter. [The End]

FOOD PROTECTION— SANITATION
In san ita ry  storage of foods resulted  in a  to tal fine of $2,000 in one 

case, $200 in an o ther and suspended sentences w ith one y ear’s probation 
in tw o other crim inal prosecutions term inated  in August.

Candy containing roden t hairs and insects and m anufactured  under 
insanitary  conditions resulted in a  fine of $300 for the m anufacturer. 
Seizures of corn, corn husks, popcorn, oregano, and dried beans were 
m ade during A ugust because of insan itary  s to rage conditions in the 
w arehouses and w holesale grocers inspected. E igh t carloads of last 
year’s w heat m oving o u t to  m ake room  for the new crop w as seized 
because of contam ination by ra ts  and m ice during storage. A bout
35.000 pounds of insect-infested, barley  were seized a t a brew ery. Over
110.000 pounds of green coffee and 15,000 pounds of flour w ere seized 
because of insect infestation.

O th er seizures in the “hygienic” category: b u tte r m ade from  filthy 
cream, R om ano cheese containing m aggots, decom posed frozen eggs, 
decom posed fish fillets, ocean perch infested by parasitic worm s, blue
berries infested with m aggots, decom posed canned green beans and 

— hot peppers .con tam inated  w ith fly eggs, flies, and m aggots.
* N ote of the transla to r: “Substances” 

would seem m ore correct.
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FDA Looks at Food Labeling 
and Packaging

By SHELBEY T. GREY
The Director of the Bureau of Program Planning and Appraisal, Food 
end Drug Administration Presented This Paper on June 4 ,  1963, at the 
Annual Convention of the Food Industries Buyers Group of the Na
tional Association of Purchasing Agents in Atlantic City, New Jersey.

H E R E  A R E  T O D A Y  an estim ated $117 billion w orth  of foods,
drugs, cosm etics and o ther articles sub ject to the requirem ents of 

the  law s enforced by the  Food and D ru g  A dm inistra tion . W e have 
a bu dg e t of $28,658,000 and 3,232 people to do ou r work. Y our chair
m an has asked me to  discuss w ith  you the  labeling and packaging 
requirem ents of the  law  applicable to foods.

T he basic purpose of the  law  is to assure A m erican consum ers 
th a t th e ir  foods are clean, w holesom e and safe—as well as properly 
packaged and labeled. In  the  com plex and progressive technology of 
to d ay ’s econom y, these  requirem ents, in th e ir  broadest application, are 
n o t alw ays simple.

D eception of m an is one of the oldest arts. T he B ritish  P arlia 
m ent in 1770 passed an ordinance re a d in g :

All wom en of w hatever age, rank, profession, or degree, w hether virgins, 
m aids, o r w idow s; tha t shall im pose upon, seduce, and be tray  into m atrim ony 
any cf his M ajesty’s subjects by  scents, paints, cosm etics, washes, artificial teeth, 
false hair, Spanish wool, iron staves, hoops, high-heeled shoes, bolstered hips or 
padded bosom s shall incur the penalty  of the law enforced against w itchcraft 
and the like m isdem eanors and that m arriage, upon conviction, shall stand  null 
and void.

T h ere  m ay be som e w ho believe th a t a sim ilar law  should be in 
effect in these U n ited  S ta te s ! T h is type of deception, however, is 
no t sub ject to any of the  requ irem en ts of the  law s th a t we enforce. 
Insofar as the law  itself is concerned the  shipm ent, o r the  in trodu c
tion for shipm ent, in to in te rs ta te  com m erce of any  m isbranded food 
is prohibited . T here  are a num ber of defined m isbrand ings and I 
w on’t have the tim e today to  list them  all o r discuss them  w ith  you. 
I recom m end for your reading the  F ederal Food, D ru g  and Cosm etic 
Act, and the  R egulations prom ulgated  thereunder, for the  details.
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Som e of the  com m on ty p es of labeling v iolations are false and 
m islead ing  labeling, as well as failu re of the  labeling  to  bear o r contain 
the  in fo rm ation  required  by  law. F o r instance, I am  sure you all 
know  th a t  the  label is requ ired  to  show  the  nam e and place of business 
of th e  m anu fac tu rer, packer, or d is tr ib u to r ; an accu rate  s ta tem en t of 
th e  q u an tity  of con ten ts in te rm s of w eigh t, m easure, or num erical 
c o u n t; and, un less it is a standard ized  food, the  com m on or usual 
nam e of th e  food and, in case it  con ta ins tw o o r m ore ingred ien ts, the 
com m on o r usual nam e of each ingredient. T here  are  som e instances 
in  w hich all of th is  in fo rm ation could appear on the  label and the  food 
still be m isbranded  because any  w ord, s ta tem en t, or o th e r in fo rm ation 
requ ired  to  appear on the label m ust be prom inently  placed thereon, 
w ith  such conspicuousness, as com pared w ith  o th e r w ords, s ta tem en ts , 
designs, or devices, in the  labeling  and in such te rm s as to  render it 
likely to  be read  and understood  by the  o rd inary  individual under 
custom ary  conditions of purchase and use.

I t  is obvious th a t if a food p u rp o rts  to  be or is represen ted  as one 
for w hich a definition and s tan dard  of id en tity  has been prescribed 
th a t  it is m isbranded un less it conform s to  th a t definition and stan d 
ard. T h e  law  requires, too, th a t if the  product p u rp o rts  to  be o r is 
rep resen ted  for special d ie tary  uses th a t the  label contain in form ation 
concern ing its  v itam in , m ineral and o ther d ie tary  properties as neces
sary  to  fully inform  pu rchasers of its  value for such special uses.

Misleading Packaging
N ow  I ’m going to  ta lk  m ore about labeling, b u t I w an t to  m en

tion a t th is  po in t the o ther requ irem en t of the law  involving m y 
sub ject of to d ay ’s discussion. T he  law  sta tes  th a t a  food shall be 
m isbranded if its  con ta iner is so m ade, form ed, o r filled as to  be m is
leading. T h e  h isto ry  of our enforcem ent program  involving th is 
requ irem en t of the law  is a lm ost th a t of frustra tion . T he reason is 
th a t w e haven’t w on a single contested  cou rt case w here th is  w as the 
sole basis for the  charge of violation. T h is doesn’t m ean, how ever, 
th a t th ere  is no valid ity  to  th is  requirem ent of the law. In so far as 
consum er com plain ts are  concerned, I believe we receive abou t as 
m any th a t  the  w ay the food con tainer was m ade, form ed, or filled 
e ither deceived or m isled the  purchaser, as any  o th e r category.

T he d ic tionary  defines the  w ord “deceive” as “ to beguile . . . 
to  use or p ractice deceit . . .  to  delude . . . . ” I sug gest th a t you 
carefully  determ ine w hether the foods you purchase are capable of
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causing deception. T o  do th is I suggest fu rth er th a t you assum e the 
role of a pu rchaser as you m ake th is  determ ination.

W e believe th a t the  consum er has a r ig h t to  expect th a t  a non
tran sp aren t con ta iner of food is reasonably  fu l l ; th a t the  size of the 
con ta iner is a  reliable index of the  am ount of food in the package; 
and th a t the package m ust no t be filled w ith  excessive padding. T he 
principle of the  use of “excessive padd ing” is, as you will recall, s tated  
in th e  old 1770 B ritish  P arliam en t ordinance, though  perhaps by dif
feren t ap p lica tio n !

Now, for a m om ent, le t’s discuss labeling in m ore detail. I  would 
like to  outline for you som e of the th in gs th a t can cause trouble.

President Kennedy’s Message
P residen t K ennedy said last year in his Special Consum er P ro tec 

tion  M e ssag e :
C onsum er choice is influenced by m ass advertising  u tiliz ing  highly develcped 

a rts  o r persuasion. T he consum er typically cannot know  w hether . . . the 
perform ance of a p roduct will in fact m eet his needs; or w hether the “large 
econom y size” is really a bargain. . . .

In our modern society, good packaging meets many consumer needs, among 
them  convenience, freshness, safety, and attrac tive appearance. But often in 
recent years these benefits have been accom panied by practices which frustrate  
the consum er’s efforts to get the best value for his dollar. . . .

W e believe th a t m ost A m erican consum ers have learned th a t  they 
can today  rely on the  w holesom eness and p u rity  of m ost of ou r foods. 
T he  fact though  th a t th is  isn ’t necessarily  true  insofar as labeling  and 
packaging are concerned is evidenced by the fact th a t last year we 
seized 219 shipm ents of food due to  sho rt w eigh t or im proper declara
tion  of n e t co n ten ts ; 75 because of inconspicuous labeling, and six 
because of incom plete labeling. W e prosecu ted  five firm s for shcrt-  
w eigh t p ractices and enjoined tw o from  con tinu ing  the sam e violation. 
T he  food in du stries involved in these actions are, in descending order 
of num bers— (1) baking, (2) confectionery, (3) coffee, tea  and bev
erages, (4) fru it products, (5) vegetab le products, (6) nu ts, (7) grains 
and flour, and (8) dairy  products.

Weight Requirements
Y ou will note th a t th e  m ajo rity  of these v iolations involved sho rt 

w eigh t, and you will recall m y earlier s ta tem en t of the  legal require
m ent. W e believe th a t the  s ta tem en t of the  quan tity  of con ten ts of 
packaged food should reveal the  qu an tity  of food in the package exclu
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sive of w rappers and o ther m aterial packed w ith  the food. T he  law  
requires th a t the  s ta tem en t shall be expressed in term s of w eigh t, 
m easure, num erical count, or a  com bination of num erical coun t and 
w eigh t o r  m easure w hich are generally  used by consum ers to  express 
th e  q u an tity  of food and w hich give accurate in form ation as to the 
q u an tity  in the  package. W e have in terp re ted  the law  th a t in those 
in stances w here no  general consum er usage in expressing accurate 
in fo rm ation as to  q u an tity  of the  food exists the  s ta tem en t shall be 
in te rm s of liquid m easure if the  food is liquid, o r  in te rm s of w eigh t 
if the  food is solid, sem i-solid, viscous, or a m ix tu re  of solid and liquid, 
except th a t the  s ta tem en t m ay be in term s of dry m easure if the  food 
is a  fresh fru it, fresh  vegetable, or o ther d ry  com m odity.

In so fa r as  th e  nom enclature I have used is concerned, a  s ta tem en t 
of w eigh t m ust be in te rm s of the  avoirdupois pound and ounce. A 
sta tem en t of liquid m easure m ust be in term s of the  U nited  S ta tes 
gallon of 231 cubic inches and quart, pint, and fluid ounce subdivisions, 
except in the case of frozen food w hich is so consum ed w hich shall 
express th e  volum e a t 68° F ah ren h e it or 20° C entigrade.

A s ta tem en t of d ry  m easure m ust be in term s of the  U nited  S ta tes 
bushel of 2,150.42 cubic inches and peck, d ry  q u a rt and dry  p in t sub
divisions or in te rm s of U n ited  S ta tes s tan dard  barrel and its subdivi
sions. S ta tem en ts of th is  type are m eant to inform  the pu rchaser of 
th e  n e t con ten ts of the  packaged food and shall contain only such 
fractions as are  generally  used in exp ressing  the q u an tity  of the food. 
A com m on fraction  shall be reduced to  its low est te rm s; a decim al 
fraction  shall no t be carried ou t to  m ore than  tw o places.

Tolerances As Applied to Legal Weight and Volume Requirements
Y our chairm an suggested  th a t I d iscuss to lerances as applied to  

legal w eigh t and  volum e requirem ents. T h is  is a com plex area for 
discussion b u t I will give you our th in k in g  since th a t is one of the 
reasons I ’m  here today. W e believe th a t the  n e t w eigh t s ta tem en t 
should express the  m inim um  q u an tity  or the average q u an tity  of the 
con ten ts of the  food packages. If the s ta tem en t on the package is no t 
so qualified as to  show  definitely th a t the qu an tity  expressed is the 
m inim um  q u an tity  the  s ta tem en t is considered to  express th e  average 
quantity .

W h ere  th e  s ta tem en t expresses the m inim um  quan tity , no v a ria 
tion  below  th e  s ta ted  m inim um  is perm itted  except varia tions below  
the  s ta ted  w eigh t or m easure caused by ord inary  and custom ary
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exposure, a fte r the  food is in troduced into in te rs ta te  com m erce, to 
conditions w hich norm ally  occur in good d istribu tion  practice and 
w hich unavoidably  resu lt in .decreased w eigh t or m easure. W e believe 
th a t variations above the s ta ted  m inim um  should no t be unreasonably  
large.

W here  the s ta tem en t does not express the m inim um  quantity , 
varia tions from  the  s ta ted  w eigh t or m easure are perm itted  w hen 
caused by ord inary  and custom ary  exposure under the conditions ju s t 
expressed. V aria tions are also perm itted  w hen caused by unavoidable 
dev iations in w eighing, m easuring, or coun ting  individual packages 
w hich occur in good packaging practices. U nder these circum stances, 
how ever, variations are no t perm itted  to such an ex ten t th a t the  
average of the  quan tities in the packages com prising a sh ipm ent or 
o ther delivery of the  food is below  the qu an tity  sta ted  and no un rea
sonable sho rtage  in any  package is perm itted  even though  overages 
in o th e r packages in the  sam e shipm ent or delivery com pensate for 
such shortage.

T he ex ten t of allow able varia tions from  the  s ta ted  q u an tity  of the 
con ten ts is determ ined by the  facts in each case. In  o th e r w ords, 
th ere  are no specific to lerances th a t can be expressed in te rm s of 
percentages o r am ounts. I m ig h t say here th a t we are g rea tly  in 
fluenced by  good com m ercial practice.

I am  sure m ost of you are fam iliar w ith  the fact th a t a num ber 
of bills are now  pending in C ongress dealing  w ith  tru th  in packaging 
and labeling. I do no t believe th is  is the  p roper forum  for m y discus
sion of the m erits or pros and cons of these pending bills. W e do 
feel, how ever, th a t new  legislation should be considered only w here 
th ere  is a  real and com pelling need. In  our ju dg m en t the investiga
tions m ade by  the various C ongressional Com m ittees, the  experience 
of the Food and D ru g  A dm inistra tion , and the g rea t num ber of com 
p lain ts we receive from  consum ers about labeling and packaging 
abuses am ply dem onstra te  the  need in th is case.

Testimony on “ Truth in Packaging" Bill
W ilb ur J. Cohen, A ssistan t S ecretary  for L egislation  of the D e

partm en t, s ta ted  on M arch 21 in testify in g  on the “T ru th  in P ackag 
ing” bill before the  Subcom m ittee on A n titru s t and M onopoly of 
th e  C om m ittee on the  Jud ic iary  of the U nited  S ta tes S e n a te :

. . . Mr. C hairm an, I endorse your statem ent, “T his bill is no t intended as 
a cure-all to  m arke t place confusion, but it establishes an approach and a  m eans
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for dealing w ith the m isleading and unfair trade practices affecting the 8,000 
items now on an average supermarket shelf. And it has been estimated that in the 
next decade there will be 20,000 such item s from  which the consum er m ust m ake 
a choice . . . .  It is a reasonable a ttem pt to solve problem s tha t can and should 
be solved.”

Com m issioner L arrick  in testify in g  before th is  sam e Subcom 
m ittee s a id :

W e believe tha t the “T ru th  in P ackag ing” bill represents a b e tter approach 
in bring ing  about im provem ent in the packaging of consum er com m odities than 
a program  of enforcem ent on an individual com m odity or case-by-case basis 
under the p resen t law.

T he C om m issioner s ta ted  f u r th e r :
T he bill would give clear s ta tu to ry  au thority  to prom ulgate industry-w ide 

rules and guidelines for the industries to  follow. Consum ers, industry, and inter
ested G overnm ent agencies would partic ipate in this rulem aking. T hese guide
lines w ould perm it the enforcem ent agencies to  concentrate their regu la tory  
activities against those who d isregard  the rules tha t have been developed for the 
industry  as a whole. T hus it should decrease litigation and encourage self
regulation and vo lun tary  compliance.

Y our chairm an requested  th a t I also discuss labeling require
m ents w ith  respect to  deceptive copy, “cents off” prom otions, and 
o ther such practices. Basically, the  requirem ent of the law  involving 
practices of th is  type is th a t they  m ust no t be false o r m islead ing in 
any particular. If a food is alleged to  be m isbranded because the 
labeling is m isleading then  in determ in ing  th is fact we take in to  
account, am ong o ther th ings, no t only represen ta tions m ade o r sug
gested by sta tem en ts, words, designs, devices, or any  com bination 
of these, b u t also the ex ten t to  w hich the  labeling fails to  reveal facts 
m aterial in the ligh t of such represen ta tions or m aterial w ith  respect 
to  consequences w hich m ay resu lt from  the  use of the  article  to  
w hich th e  labeling re lates under the conditions of use prescribed in 
the  labeling or under such conditions of use as are custom ary  o r usual.

Health-Conscious Consumers
T oday  m any A m erican consum ers are m ore than  ever before 

health  conscious, d iet or w eigh t conscious, vitam in conscious, m ineral 
conscious, fa t conscious, protein conscious, ad infinitum, b u t they  have 
no t developed sufficient know ledge to  cope w ith  or understand  these 
new  “consciousnesses.” Consum ers today, in m aking th e ir  food p u r
chases, are confronted w ith  all types of “come on ” schem es offering 
special inducem ents and im plied values. M rs. H ousew ife is generally  
fam iliar w ith the w ords vitam ins, m inerals, proteins, un sa tu ra tes ,
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and so forth , b u t we doub t if the average consum er really  understands 
w h a t these  m ean insofar as value as ingred ien ts in food are con
cerned. W e do know  th a t in m any instances th e  consum er feels 
m uch happier if he sees several of these ingred ien ts listed on the  label 
of th e  food he buys, although  he m ay no t know  w hy. W e know , too, 
th a t consum ers are constan tly  being pressured in to believing th a t they  
m u st im prove th e ir  d iet w ith  food supplem ents if they  are to  enjoy 
good health .

W e now  are g e ttin g  close to  the  quackery  stage of food sales 
prom otion and w e find the  practices of some p rom oters are to  spread 
false ideas and ha lf-tru th s and  to  underm ine consum ers’ confidence 
in th e  nu trition al value of stap le foods. T h ere  is an a ttem p t being 
m ade to  convince people th a t all diseases are due to  fau lty  diets, th a t 
our basic food supply is nu tritionally  in ferio r because our soils have 
becom e im poverished th ro ug h  long use and because chem icals neces
sary  in the production  of an adequate  and n u tritiou s food supply have 
poisoned the  land. A ll of these claim s are false and have been scien
tifically and legally  debunked. A m ericans today, how ever, continue 
to  pay  hu nd red s of m illions of do llars annually  for v itam in pills, food 
supplem ents, special form ula foods, and o th e r special type foods for 
w h a t th ey  w an t to  believe will resu lt in b e tte r  health . Y ou will 
p robably  be surprised  to  know  th a t reputab le  m em bers of the  food 
in du stry  are m aking  significant con tribu tions to  the  national problem  
of nu trition a l m isinform ation. I can cite you cases in w hich the 
“quacks” a ttem p ted  in actions we b ro u g h t to  ju stify  th e ir  claim s by 
reference to  sim ilar claim s m ade by food firms.

T he follow ing false conceptions usually  m ark the  food quack:
(1) D isease and poor health  are due to  fau lty  diet.
(2) O u r basic foods are in ferio r and m ust be enriched or fortified.
(3) T he  n u tritiv e  value of processed foods has been  destroyed.
(4) M ost A m erican consum ers suffer from  subclinical deficiencies.
(5) To reduce or gain w eight, special o r unusual foods are 

necessary.
N eed I call to  yo u r a tten tion  th a t the  adv ertis in g  and prom otional 

approach used by som e of our food m anufac tu rers follows these sam e 
techniques?  If you don’t  believe me, w h a t do you th ink  abou t s ta te 
m ents th a t you can find on m any food packages in the  superm arkets 
in th is  tow n and in food advertising  like “body bu ild ing,” “bone
FOOD LABELING AND PACKAGING PAGE 511



streng then in g ,” “energy producing,” “now enriched” or “now  fo rti
fied,” “provides hea lth ,” “high n u tritio n ,” “ less calories per bow lful,” 
“significantly g rea te r in v itam ins and m inerals,” “ 12 less calories per 
pat,” and “30 per cent m ore protein  per spoonful.” T hese  are n o t all 
of such phrases th a t I could list for you b u t I am  sure from  them  you 
get m y point. A dvertising  agencies and som e food m anufactu rers 
and d istribu to rs  tell us th a t such claim s as these are ju s t “ trade 
puffery .” W e do no t agree because we believe they are definitely 
false and m isleading!

L e t me list for you a few exam ples of some of the o ther types of 
foods against w hich we have taken action because of failure to  com ply 
w ith  the labeling requirem ents of the law.

(1) F ru it cake w hich had om itted  rum  and brandy  flavors and 
contained undeclared artificial flavoring and coloring.

(2) A pricot and straw b erry  bars w hich had sub stitu ted  figs and 
dates in part for o ther fruit.

(3) O range juice conta in ing  vast quantities of added sug ar and 
w ater.

(4) In fe rio r grade Chinook salm on labeled as “pink salm on.”
(5) E g g  noodles deficient in egg solids.
(6) S tandard ized  food violations, such as canned green beans 

conta in ing  excessive strings, canned m ushroom s below the prescribed 
fill of con tainer, b u tte r  con tain ing  less than  the required 80 per cent 
b u tte rfa t, and so for.

(7) D om estic cheese falsely labeled as im ported  Rom ano cheese.
(8) Sw iss cheese w ith  artificial “eyes.”

Conclusion
W e have also taken action against foods for being sh o rt w eight, 

inconspicuously labeled, lacking m andato ry  labeling inform ation, and 
so forth . W h a t causes violations like these in the  labeling and packag
ing field? O u r experience indicates th a t they, for the  m ost part, are 
due to  carelessness, inadequate m anufac tu ring  controls, overhasty  
m arketing , and excessive prom otion. L e t me m ake it  plain, how ever, 
th a t no t all food m anufacturers engage in these practices. T he  a t t i 
tude of responsib ility  on the p a r t of indu stry  is deserving of our 
h ighest com plim ents. I am  sure th a t we are no t aw are of every th ing
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th a t  in d u stry  does to  police its own practices and to im prove its 
p rod ucts  and procedures. O u r inspectors, how ever, reported  a  to ta l 
of 260 p lan t im provem ents last year to  p reven t fu tu re  violations of 
th e  law  a t a cost of $9,658,463, up from  $8,986,000 the  y ea r before. 
W e  encourage and prom ote vo lu n tary  com pliance. I t  is significant 
to  note, how ever, th a t the  developm ent of a philosophy of responsible 
self-regulation parallels alm ost exactly  the developm ent of a s tro n g  
and effective law. O ur experience indicates th a t vo lu n tary  regulation  
needs th e  support of law  to  m ake it effective so th a t the  m inority  
v io lators do no t take un fair advan tage of the  vast m ajo rity  of com 
panies th a t  a re fair, honest and conscientious.

O ver the  years and th ro ug h  the  team w ork  of responsible food 
m anufacturers, v igorous enforcem ent of the  law , and a g row ing  con
sum er know ledge and in te rest we have today  in the  U n ited  S ta tes a 
supply  of foods th a t is, in the m ain, safe and reliable. W h ile  we have 
reached th is  concept of safety and it is firm ly em bedded bo th  in the  
law  and  in the  philosophy of consum ers, we have no t y e t fu lly  devel
oped th e  concept of tru th  in the  packaging, labeling, and d istribu tion  
of food. W ith  regard  to  the  health  and safety of the  consum er the 
old doctrine of “bu yer bew are” has been, for the m ost part, replaced 
w ith  th e  doctrine of “ seller bew are ,” y e t in sales prom otion and 
m erchandising, th e  “bu yer bew are” doctrine still p revails to  a sub 
stan tia l degree.

Now, w h a t are w e going to do abou t th is?  I believe th a t you will 
agree w ith  me w hen I say th a t it is a problem  and if i t  s tands any 
chance of successful reso lvem ent will require the com bined resources 
and abilities of us all. T he responsib ility  lies first w ith  in du stry  bu t 
you as buyers have an im p ortan t role to play. T he Food and D rug  
A dm inistra tion  is stepp ing  up its  program  to p ro tec t consum ers w ith  
regard  to  m islabeled and illegally packaged foods. I can’t  te ll you 
exactly  how  m any m an-years w e are  p u ttin g  in to  th is program  o r 
how  m any more man-years we will put into it next year. The reason is 
th a t th e  requ irem en ts of the law  w ith  regard  to  labeling  and packag
ing are given consideration in every food inspection w e m ake, in every 
sam ple of food w e collect and exam ine, and I can assu re  you th a t  we 
are going to  un relen ting ly  invoke the  legal rem edies provided by the 
s ta tu te  to  control violative actions by th a t sm all p roportion  of the 
in du stry  w hich th ro ug h  negligence, ignorance, or deliberation  ignore 
the requirem en ts of the  law  to the  de trim en t both of the  consum er 
and th e  ethical m anufacturer. [T h e  E nd ]
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The Responsibility We Share
By GEORGE P. LARRICK

Mr. Larrick, the Commissioner of Food and Drugs, Presented 
This Paper at the University of Tennessee Medical Units Com
mencement Exercises in Memphis, Tennessee on June 9, 1963.

I T  IS  IN D E E D  A P L E A S U R E  to  be w ith  you today on an occasion 
th a t is so significant to you w ho are g rad u a tin g  and to  your 

p aren ts  and friends. Y our graduation  is equally significant to  th is 
g rea t S ta te  of T ennessee and to  the  nation  w hich sorely needs yo u r 
ta len ts for safeguard ing  the  public health .

In  the  early days of our coun try  we had bu t few physicians, 
den tists, pharm acists and nurses. T here  w ere no pharm aceutical 
m anufacturers. T he physician carried the drugs he used in his bag, 
and he frequently  com pounded the p a tien t’s m edication righ t a t the  
bedside. V ery  few of th e  agen ts then available to  him  could be relied 
upon for a specific o r even a predictab le effect. W e now know , in 
fact, th a t m any had no therapeu tic  effect. Some, such as aconite, 
were not only useless by p resen t standards, b u t also w ere toxic.

T he  pharm acist did his own m anufacturing . O ccasionally, he 
gathered  bo tan icals for use in p reparation  of th e  extensively used 
fluid ex trac ts  and  tinctu res. A nd he rolled ou t the pills—tw o  a t  a 
tim e. S tandard ization  of potency w as em pirical.

Some of the m ore progressive physicians and pharm acists  saw 
the  need for cen tral m anu fac tu ring  facilities w hich could do a 
b e tte r  job of d rug  m anufac tu ring  than  the individual pharm acist. 
T hey  started  estab lishm ents w hich have grow n to the  g rea t pharm a
ceutical industry  of today.

Revolution in Theory and Practice of Drug Therapy
A discovery in 1909 s ta rted  a revo lu tionary  change in the  theory  

and practice of d rug  therapy . Paul E hrlich  discovered Salvarsan 
and the age of chem otherapy w as ushered in. T he few syn thetic  
d rugs em ployed before then  w ere useful and alleviated the  discom fort 
of the  patien t, bu t did not a ttack  the  cause of his disease.
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Y ou are fam iliar w ith  the spectacular developm ents th a t followed. 
Insu lin  cam e in the  20’s, sulfonam ides in the 30’s, and antib io tics in 
the  40’s. T he  decade im m ediately past, 1950-1960, w as a period of 
rapid  progress in m any areas. Indu stria l p roductiv ity  increased, the 
econom y expanded, science and technology flowered, and the  m aterial 
w an ts of the  A m erican people w ere m et to  a  g rea te r ex ten t than  in any 
p rio r  decade.

In  th a t brief period, science and technology im p ortan tly  tran s
form ed m an’s concept of the  universe, of his place in it, and of his 
own physiological and psychological system s. M an’s m astery  over 
n a tu re  w as m ost significantly extended, including his capacity  to  cope 
w ith  diseases and o ther th rea ts  to  hum an life and health.

In  the  fields of m edicine and den tistry , the nation developed in 
the  past 20 years an en tirely  new and m ore efficient b a tte ry  of in s tru 
m ents, d rugs and techniques. N ational expenditures for health  and 
m edical services have m ore th an  trip led  in term s of constan t dollars. 
I t  is com m onplace now to have drugs, such as the  stero ids and the 
anti-tubercu losis agents, tailored specifically to  m eet a particu lar 
need. B u t the  end is not in sight.

T he  p resen t decade, 1960-1970, will see even g rea te r expansions 
of m edical, dental, and pharm aceutical research. I t  will see che 
application of new, m ore efficient techniques to  deal w ith  chronic 
as well as infectious processes. I t  is especially im p ortan t for all of 
us concerned w ith  health , to  recognize certain  factors upon w hich 
con tinu ing  progress depends.

Medical Profession and FDA Dependent on Each Other
A s new er m edical products, devices and techniques come into 

being, we m ust be able to  utilize them  w ith  confidence— confidence 
th a t th ey  have been properly m anufactured, th a t they  have been 
p roperly  tested , and th a t they  have been tru th fu lly  prom oted. T he 
pa tien t m ust have confidence also, no t only th a t his doctor, den tist, 
pharm acist, and nurse are wTell-trained, com petent individuals, bu t 
also th a t the tools and drugs w hich they  use are safe. I t  is here 
th a t the m edical professions and the  Food and D rug  A dm inistra tion  
have th e ir  closest relationship . W e are dependent upon each other.

Y ou depend upon the  Food and D ru g  A dm inistra tion  th rough  
its  adm in istra tion  of the national pure food and d ru g  law s to  see 
th a t the products you use are suitable. U n der p resen t law, we can
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offer you th is assurance w ith  respect to  drugs. T hey  m ust be proved 
safe and effective before they are shipped from  one sta te  to  another. 
W e are a ttem p tin g  to  get the law  streng then ed  so th a t we can offer 
th e  sam e assurance w ith  respect to  therapeu tic  devices, ran g in g  all 
the w ay from  the  m ost com plex in strum en ts  th a t you will em ploy 
to  plastic  m ateria ls for surgical repair as well as to sim ple in strum en ts  
th a t m ay  be used by the laym an in the home.

Y ou also rely upon the Food and D rug  A ct to  insure  tru th fu l 
labeling of these products. M edical quackery has undergone dram atic  
changes in the past generation. W e are confron ted today  to  a 
decreasing ex ten t w ith  the kind of quackery  th a t  used to  be peddled 
from  the back of a covered w agon. We are confron ted  w ith  sophisti
cated types of m isrepresen ta tion  w hich involve sub tle, apparen tly  
scientific p resen ta tions designed to m islead inform ed consum ers as 
well as m em bers of th e  m edical professions. T o  the  ex ten t possible, 
the Food and D ru g  A dm inistra tion  a ttem p ts  to  deal w ith  these 
problem s. B u t to  cope w ith  them  successfully, we need continued 
stro n g  support from  the m edical professions. Y our advice to  us 
about ex trav ag an t p rom otions and about ineffective products will 
m ake it possible for us to serve you and the  general public m ore 
effectively.

W h en  C ongress enacted the K efauver-F larris D ru g  A m endm ents 
to  the Federal Food, D ru g  and Cosm etic A ct last O ctober, it placed 
us in a position to be of g rea te r service to you. T hese  am endm ents, 
w hich w ere so ably sponsored by the d istingu ished  senior S enator 
from  th is  state, E stes K efauver, and by  C ongressm an O ren H arris  
from  across the river in A rkansas, represen t the  m ost com prehensive 
m odern ization of the national d ru g  laws in a generation . T he 
am endm ents will w ith ou t doub t be a model for d rug  legislation in m uch 
of the world.

Objectives Advance by Legislation
T w o g rea t and fundam ental objectives are advanced by th is 

legislation. F irs t, it is designed to  insure the quality  and re liab ility  
of the drugs you will prescribe or adm inister. Second, it is designed 
to  im prove the com m unication of necessary inform ation concerning 
these drugs, their side effects and contraindications, as well as th e ir  
advantages. Specifically, these tw o related  objectives are advanced 
by  provisions w hich re q u ire :

(1) New drugs to  be proved effective before m ark etin g ;
(2) All drugs to  be m anufactured  under adequate c o n tro l;
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(3) G overnm ent certification of the  safety and effectiveness of all 
antib io tics for hum an u s e ;

(4) P ro m p t repo rting  by  m anu fac tu rers  to  the  governm ent of ad 
verse reactions a ttrib u ted  to  th e ir  new  drugs and an tib io tics; 
and

(5) T ru th fu l sta tem en ts  in prescrip tion  d ru g  adv ertisem ents con
cerning the effectiveness, side effects and con tra ind ications of 
the  advertised  drugs.

F u rth e r, the  new  law  au tho rizes the  Food and D rug  A d m in istra
tion :

(1) T o  estab lish  official nam es for drugs in the  in te res t of usefulness 
and sim plic ity ;

(2) T o  w ith d raw  approvals of new  drugs w hen substan tia l doubt 
arises as to  th e ir  safe ty  and  effectiveness;

(3) T o  assist the  P a te n t Office, upon request, on technical m atte rs  
in p a ten t applications for d ru g s ; and

(4) T o  exercise g rea te r  con tro ls over sh ipm ent of investigational 
d rug s for te s tin g  in man.

In  addition  to  o ther far-reach ing  benefits, each of these im prove
ments offers substantial opportunity for mutually beneficial cooperation 
betw een the  health  professions and the Food and D ru g  A dm in
istra tion . T h e  im proved controls over investigational d rugs deserve 
particular mention because of their immediate and far-reaching benefits.

Requirements for a Drug Promoter
Form erly, relatively  loose controls w ere exercised over d rugs for 

te s tin g  on m an. T hus, som e p rom oters of such d rug s could and did 
stim u late  so-called research  th a t w as ne ither well conceived no r 
controlled. A few firm s even prom oted com m ercial use of d rugs no t 
y e t cleared for safety. T he new law and regu lations un der i t  now 
require  th a t before a  d ru g  p rom oter m ay sponsor a  clinical in vestiga
tion of a  new drug , he m ust be sure te s ts  on m an are justified. A m ong 
other th ings, he does th is  by :

(1) D eterm in ing  th a t adequate preclinical te s ts  have been m ade 
on anim als and  in the tes t tu b e ;

(2) D eveloping an adequate plan of in v es tig a tio n ;
(3) S ecuring com peten t in vestiga to rs  to  te s t the  p ro d u c t; and
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(4) M aking a proper repo rt to  the governm ent before th e  d rug  is 
adm inistered  to  hum ans.

If the  repo rts  do no t ju s tify  use of th e  new m aterial on m an, we 
m ay require app ropria te  im provem ents or in extrem e cases require 
discontinuance of the tests.

T hese controls are a desirable safeguard  for patien ts. T hey  also 
offer p rotection  to  those engaged in medical research by assuring  
them  th a t adequate  studies have been m ade as a prelude to clinical 
investigation  of new  drugs. As a resu lt, it m ay reasonably be p re
dicted th a t we will have b e tte r  and m ore effective d rug  research in 
th is country .

As you well know , the m ost careful pre-m arket te s tin g  cannot be 
expected to  reveal as m uch about a d rug  as does w idespread use of 
the  p rod uct in general practice.

Som etim es previously unknow n beneficial effects are discovered 
in general use. Q uite  often adverse effects or con traindications show  
up only w hen a new  product reaches w ide d istribu tion  th rough  the 
general practitioner. I t  is to  perm it early  detection of undesirab le 
effects, and th e ir  early  correction th a t the  K efauver-H arris  D rug  
A m endm ents now require m anufacturers to  advise the  governm ent 
prom ptly  of adverse d rug  reactions w hich come to  th e ir  atten tion . 
B u t m anufactu rers m ay no t receive reports  of very  significant ob
servations on a new drug. You doctors, den tists, pharm acists  and 
nurses can render bo th  public service and service to  your professions 
by tak in g  the  tim e to  report significant adverse effects or unusual 
effects of d rugs and devices to yo u r professional associations and to 
the Food and D ru g  A dm inistra tion . Y our repo rts  will be investigated  
prom ptly  so th a t necessary corrections can be effected.

Communication Improvements
A s our con tribu tion  to  b e tte r  com m unication, w e are developing 

a system  th a t will increase the  flow of in form ation from  the  Food 
and D rug  A dm inistra tion  to  the  m edical professions. T his will be 
accom plished th ro ug h  your professional journals, th rough  releases 
w hich we issue, and upon occasion th ro ug h  le tters m ailed d irectly  
to  m edical scientists. W e expect in the  fu tu re  to  advise you m ore 
fully than  we have in the  past of significant developm ents in our area.

T ru ly , w e share g rea t responsib ility  on the m edical fron t w hich 
changes so rapid ly  and dram atically  today. W e pledge to  you and
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o ther m em bers of our g rea t health  professions th e  full support of the 
Food and  D ru g  A dm inistra tion . A nd w e solicit yo u r advice and sup
p o rt in ou r efforts to  assure  the  in teg rity  of the d rugs and devices 
you use.

W e salu te each of you as you en ter your professions and carry  
forw ard to  new horizons th e ir g rea t trad itio ns of service to  m ankind.

[T he  E nd ]
STANDARDS SET FOR VANILLA PRODUCTS

S tandards setting  the am ount of vanilla beans in vanilla ex trac t and 
certain  o th e r vanilla products w ere published on S eptem ber 14, to 
becom e effective in 90 days. T he  standards w ere originally scheduled 
to  go into effect O ctober, 1962, bu t w ere held up to* perm it consideration 
of views and com m ents p resented  by the industry.

T h e  purposes of the s tandard s are : to  assure the consum er tha t 
he gets w hat he expects when purchasing  vanilla p roducts; to  pu t all 
m anufactu rers on an equitable basis; and to provide a  sound basis 
on which to proceed against products in which spurious ingredients 
have been substitu ted  for vanilla beans. S tandardized products include:

(1) V anilla ex trac t and concen tra ted  vanilla extract.
(2) V anilla flavoring and concentrated  vanilla flavoring. ( “E xtracts” 

differ from  “flavorings” in tha t ex tracts contain 35 per cent o r m ore 
alcohol, and flavorings contain less than that amount, under the standards.)

(3) V anilla pow der (in some cases called vanilla sugar).
(4) C ounterparts of these p roducts containing, in addition to vanilla 

bean extractives, lim ited am ounts of vanillin, an artificial flavor. T he 
am ount of flavor contributed by t'he vanillin m ust be less than half 
of the over-all vanilla flavor in the co un terpart products.

T he new  standards prescribe the required  content of vanilla beans 
in term s of a  “un it of vanilla constituen t.” T his un it is specified to  m ean 
the flavoring equivalent of 13.35 ounces of vanilla beans containing not 
m ore than 25 pe r cent m oisture. If beans contain ing m ore than 25 per 
cent m oisture are used, the am ount used m u st be increased accordingly. 
V anilla ex trac t is required by th e  s tandard  to  have n o t less than, one 
un it of vanilla constituen t per gallon.

A t in du stry ’s suggestion, F D A  m ade the follow ing m odifications:
(1) In  the definition of the term  “unit of vanilla constituen t,” an 

upper lim it for the proportion  of alcohol in the aqueous alcohol solvent 
was om itted.

(2) Definitions of concen tra ted  vanilla ex trac t and concentrated  
vanilla flavoring w ere revised to  m ake it clear tha t ex tracts and flavor
ings containing tw o  o r m ore units of vanilla constitu en t and m ade by 
using a larger am ount of beans per gallon of solvent w ith ou t evaporation 
of solvent are no t required  to be labeled “concen tra ted .” P rodu cts  so 
m ade are sim ply “vanilla ex trac t” and “vanilla flavoring.”

(3) T he definition of vanilla pow der w as revised to m ake it clear 
th a t this product m ay be m ade not only from  ground vanilla beans or 
from  vanilla, oleoresin, bu t if the m anufactu rer w ishes he m ay use “both .”
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A State Drug Control Program
By h . c. McA llister

The Following is a Condensation of a Paper Presented at the Fifteenth 
Annual Conference of the Southern Association of Food and Drug 
Officials in New Orleans, Louisiana on April 2, 1963. Mr. McAllister 
Is Secretary-Treasurer of the North Carolina Board of Pharmacy.

WE  IN  A M E R IC A  P R ID E  O U R S E L V E S  on our dem ocratic 
processes. T h is  has indeed been our heritage and the  source 
of m uch of our s treng th . Y et dem ocracy, too, has m any disadvantages. 

W e in the  S ou th  have a particu la rly  s tron g  sen tim en t as to w here the 
au th o rity  for the regulation  of in terna l m atters should rest. T h is  
philosophy has continued to  be challenged du ring  the  past cen tury—  
qu ite  s trenuously  in recen t tim es. T h is  conflict betw een the federal 
governm ent and its m em ber s ta te s  has created m any prob lem s in all 
areas of social in terest, including the health  services and the m aterials 
used in connection therew ith .

Speaking before the  N ational D ru g  T rad e  Conference in  N ew  
Y ork in Jan u ary  of th is year, John  T . K elly, legislative counsel for 
the  Pharm aceutical M anufactu rers A ssociation, com plained about the 
m aze of laws, rules and regu la tions th a t a pharm aceutical m anufacturer 
m ust contend w ith  in d is tribu tin g  h is p roducts in the several states. 
H e said, in p a r t :

In  the U nited  S tates we now  have hundreds of d ru g  laws, Federal and State. 
. . . E nforcing and adm inistering these laws are som e 190 different State agencies 
an d  several Federal ones. M any S tates and the  Federal governm ent have three 
or m ore agencies regula ting  various aspects of the drug  industry. Indeed, some 
S tates have agencies sharing  concurrent, overlapping and even conflicting ju ris 
diction over d rug  law  enforcem ent.

Uniformity of Law and Administration Urged
M r. K elly  continued by ou tlin ing  the difficulty a m anufactu rer 

som etim es experiences in com plying w ith  these laws and regu lations 
and m ade a  s tro n g  plea for un iform ity  of law  and adm inistration .
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M r. K elly’s responsib ility  to  his client undoub ted ly  caused h im  to  m ake 
the  best case th a t he could for uniform ity . A t the  sam e tim e, o thers 
have gone m uch fu rther than  Mr. K elly  and charged th a t s ta te  
regulation  in the  area  of food and d ru g  contro l has no t only outlived 
its  usefulness, bu t th a t it is now  ham pering  progress, and they  cite 
the experiences of the E uropean Com m on M arket as proof of th is 
contention. T h is poses a basic question— Is society’s b es t in te rest 
served by abandoning  to  the federal governm ent ou r s ta te s ’ responsi
bilities for regu la tin g  m atte rs  of health  and safe ty  in o rd er to  effect 
convenience and econom ies for m anufactu rers?

If  the answ er is yes, then w h at do we do' to  p reven t the  eventual 
developm ent of a federal bureaucratic  system  of control w here g row th  
of p roducts and services, and the  r ig h t of availab ility  of these, is 
regu la ted  by an all-pow erful central governm ent w hich has dem on
stra ted  its capabilities for failure to  appreciate  the  professional con
siderations th a t m ust obtain in any adequate  program  of heakh  
care. If th e  answ er is no, then w h at do we do, in a  society of g row ing 
com plexity, to  relieve the  fru stra tion s th a t app ear to  be developing 
as m ere and m ore people allegedly regulate  m ore and m ore th ings?

All bureaucracy  seem s to  have a w ay of tran sfe rrin g  em phasis 
from  objectives to  m echanics, w herein the  system  tends to  replace 
the objectives. T h is  is especially app aren t in som e areas of social 
control. T o  som e ex ten t th is has happened in the field of food and 
d ru g  regulation , particu larly  in drug- control. T h is  has come about 
th ro ug h  a failure to  fully un derstan d  and appreciate  the  na tu re  of 
a d rug  in its  env ironm ent of use.

Proper Methods of Drug Control Necessary
In  m ost cases, it is a reasonably  sim ple ta sk  to  take the physical 

article  which w e call a d rug  and to  recognize the  s tan d ard s  of pu rity , 
s treng th , form , stab ility , and so forth , th a t it pu rp o rts  to  m eet. T he  
enforcem ent of these s tan dards then  becom es largely  a m a tte r  of 
routine. B u t w hen th is article  of recognized stan dards is m oved 
in to  the area of application and use, w here it becom es a  d ru g  in fact 
as opposed to  a m ere article  in com m erce, th is  is som eth ing  else 
again. H ere  consideration of professional p ractitioners m ust be taken  
in to account. Such th ings as diagnosis, trea tm en t plans, agen t selec
tion, m edication control— including availability , adm inistra tion , d u ra 
tion, su itab ility , security , and so fo rth— all of these th in gs and  others
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becom e im p o rtan t considerations. I t  is because of these considerations 
th a t the public in te res t dem ands th a t p roper m ethods of d ru g  control 
be applied, w hich are designed to  reach ob jectives th a t are in the 
public in te res t as opposed to  procedures th a t lend them selves prim arily  
to  ease and o rder of enforcem ent, or to  gu aran tee  the  sm ooth and 
abu nd an t flow of artic les in  commerce.

T o  som e extent, piecem eal efforts to  do all of these th ings m ay 
have led to  the purported  legal m aze of “190 different S ta te  agencies 
and several F ederal ones,” about which M r. K elly com plains. T h is 
leads us to  ask : “H ave the  m istakes been m ade, and if so, w h at is 
the solution to  the  prob lem ” ? In  a ttem p tin g  to answ er these questions, 
to some ex ten t one is opera ting  in the a rea  of philosophical considera
tions. A t the  sam e tim e, how ever, we m ust look to  philosophy for our 
new ideas and concepts which eventually  can evolve additional mechan
ism s of reasonable social and economic control.

A s sta ted  earlier, a d rug  o r m edicine is m ore than  and different 
from  an ord inary  article  of com m erce. F o r th is  reason, it is im proper 
and inadequate to  apply ordinary  m ethods of com m odity control to 
its d istribu tion  and u s e ; consideration of vocational or professional 
con tro l over d rugs m ust be taken in to account. T he th ree  m ain forces 
th a t com bine to  m ake up such vocational control over these articles 
a re : (1) com petition , (2) law, and1 (3) profession.

W hile all vocational pu rsu its  are affected in vary ing  degrees by 
all of these forces, generally , how ever, as the requirem ents for en tering  
th e  several vocations increase, control tends to  m igrate  from  com pe
tition, th ro ug h  law, to  profession. A bout the  only th in g  th a t regu lates 
the vocational activ ities of a m ig ran t bean picker, for exam ple, is his 
ab ility  to  find w ork. O n the o ther hand, except for certain  basic 
legal requirem ents, a brain  su rgeon’s activ ities are lim ited alm ost 
solely by  the  bounds of professional eth ics as they relate to  technical 
com petence and responsibility  to  patien t. T he  control of the produc
tion, d istribu tion  and use of d rugs falls som ew here in betw een these 
tw o points.

In  o rder to  discuss d ru g  control w ork in a m eaningful m anner, it 
is first necessary  to  exam ine the  na tu re  of the several control m ech
anism s to  determ ine th e ir usefulness and deficiencies for th is purpose 
and to  create a con tex t for th e ir  application.
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Competition
W e all know  the  repu ta tion  of success of a b e tte r  m ouse trap. 

A t the  sam e tim e, we know  the proclivities of hum an natu re  tow ard 
self-interest. W e also know  the jung le  w arfare th a t  is often created 
by the m otivations of excessive self-interest. E xcep t for those w ho 
value honor and in teg rity  above profit, society cannot rely  upon 
com petition for its  protection, and  honor and in teg rity  are no t alw ays 
easy to  assign w ith  assurance.

Law (Government)
Since m an 's earliest tim es he has had w h at we now call law s to  

p ro tect the  group  against its individual m em bers. D ow n th ro ug h  
h isto ry  these control m echanism s have developed to  a high degree of 
specialization. E arly  A m erica prided itself on law s th a t protected  
the  individual against th e  group. (U nhapp ily , erosions seem  to  be 
occurring, th ro u g h o u t the  w orld, a t the  foundations of th is  m onu
m ent of freedom .) F rom  the  beginning, trad itio ns in divisions of 
au th o rity  becam e established am ong the several ju risd ictions. In  the 
U nited  S ta tes  the trad itio n  for the regulation  of professional practice 
has alw ays been reserved to  the sta tes, and th is has been accom plished 
th ro ug h  the exercise of the police pow er in the in te res t of the pro tec
tion of the  health , safety, general w elfare, and m orals of th e  citizens.

Broad Interpretation of Powers by the Federal Government
O n the  o ther hand, the  federal governm ent has felt the  necessity  

to  prom ote econom ic g row th  and social developm ent and has attempted 
to foster these  th in g s  th ro ug h  its pow er to  tax  and to  regu la te  com 
m erce. T hrou gh  th e  years, these la t te r  pow ers have been broadly  
in terp re ted  (for exam ple, use of the tax  pow er to  regu la te  narcotics) 
and, in the  opinion of some, m isapplied (for exam ple, use  of the  power 
to  regu la te  com m erce in o rder to  pass upon the  efficacy of d rug s). 
W h e th e r th ro ug h  default of p rim ary  control responsibility , agency 
am bition, social and economic developm ent, or for w hatever reason, 
th is  extension of in te rp re ta tion  and application of the federal govern
m en t’s pow ers to  tax  and particu la rly  to  regula te  com m erce has caused 
certain  ju risd ictional questions to  arise w hich, I believe, have n e t 
been adequately  settled. M ore im portan t, they  have set a course of 
control w hich is a lready in terfering  w ith  certain  areas of professional 
practice, and th is  has been con trary  to  public in terest.
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U nless th is  course is changed th ro ug h  a  b e tte r  inform ed and m ore 
effective prog ram  of contro l on the  p a rt of those whose responsib ility  
it is to  regula te  professional practice, the  public’s health  care in 
o ther areas will be fu rth er restric ted  and, in the  end, even directed 
by a federal bureaucracy. T h is is true  because a d rug or m edicine is 
no t an o rd inary  com m odity of com m erce !

fu s t because, as a p a rt of production  and d istribu tion , a d ru g  
finds itself (or one of its ingred ien ts) in the  channels of com m erce 
a t som e points, it does no t necessarily  follow th a t the  usual rules 
of com m erce should be applied to  a d rug  as are applied to  o ther com 
m odities. T here  are m any o ther considerations th a t m ust be taken 
in to  account, and these cannot alw ays be adequate ly  or effectively 
transla ted  in to  law. U nder such circum stances, we find delays in 
desirable legislative enactm ent on the  one hand, and the hasty  enac t
m ent of som etim es unnecessarily  restric tive  legislation, b rou gh t about 
by some iso lated  bu t sensational episode, on the  other.

W e m ust no t deprecate the force of law  w hen a ttem p tin g  to 
pro tect the public in te rest in health  m atters. W e m ust have good and 
proper laws. H ow ever— and the  presen t s ta te  of fru stra tion  am ong 
m any health  p rac titioners bears me ou t—we cannot rely  on law  alone 
to  accom plish a  full m easure of health  p ro tection  w ith ou t seriously 
im pinging on certain  areas of professional practice, privilege, re 
sponsibilities and judgm ent.

Profession
T he final force of vocational con trol is th a t of profession. T here 

are th ree  criteria  w hich are generally  accepted as precedent to  a 
designation as profession. T hey  are :

(1) An in tellectually  based technique ;
(2) A relationsh ip  of responsib ility  tow ard  c lie n t; and
(3) Responsible p rac titioner o rgan izations w hich guide the con

duct of th e ir  m em bers th rough  the  enforcem ent of codes of ethics.
W hile  the benefits w hich accrue to  society as a  resu lt of the 

influence of profession are self-evident, th is  force has, generally  
speaking, had g rea te r effect for the public good than  th a t for which 
it has been credited. T herefore, if we are ever to  develop an adequate 
program  of d ru g  control there  m ust be g rea te r responsib ility  given 
to  and a g rea te r  reliance m ade on profession and those w ho understand  
th is force.
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T h ere  is no secret th a t th ere  exists a certain  elem ent of com peti
tion  betw een the federal governm ent, on the  one hand, and the gov
ernm en ts  of the  several sta tes, on the  o ther, in m any areas of social 
con tro l. T h e  field of food and d ru g  regulation  is no exception. T h e re 
fore, one of th e  first o rders of business in the  developm ent of a  s ta te  
d ru g  contro l program , should be a good u n d ers tan d in g  of areas of 
responsib ility  in th is  field. R eference w as previously  m ade to  the 
p rop rie ty  of the  app lication  of the  several pow ers of governm ent and 
the  im p rop rie ty  of the  use of o th e r th an  the  police pow er of the sta tes  
to  regu la te  m a tte rs  dealing  w ith  professional practice and privilege. 
T h is  w ill be so as long as the  p rac titio n e r’s ju dg m en t must determine 
his course of action. C onsiderations of th is  requ irem en t m u st no t be 
overlooked in  dev ising any  d ru g  control p rog ram — federal o r s ta te— 
if the  public in te res t is to  come first.

A need ex ists  to  explore in dep th  the  a ttitu d es  of those w ho have 
reg u la to ry  responsib ilities to uch ing  on professional practice, and to  
clearly  iden tify  the  dim ensions of those responsibilities. In  th is  con
nection, one cannot help b u t express w onderm ent as tO' w hy foods 
and d rug s w ere ever classed to g e th e r in a program  of regu la tion  in 
th e  first place. I t  is to  be hoped th a t the forthcom ing  study  of s ta te  
regu la to ry  agencies will be sufficiently thorough  as to  po in t up  the 
som etim es inefficient na tu re  of th is  a rran g em en t; and it is especially 
desirab le and  essential for the  fu tu re  th a t an u n derstan d in g  be reached 
as to  w ho w ill do w h at and w here and w hen.

A s an  official of a state agency concerned w ith  drugs and w ith  
professional practice, I am  perfectly  w illing  for the federal govern
m ent to  regu la te  in those areas concern ing product in teg rity  and 
reliab ility . B u t I consider it a usurpation  of au th o rity  w hen federal 
regu la tion  goes beyond th a t point. T he  procedures, ju dgm en ts and 
activ ities of p rac titioners of p rofessions should not be sub jected  to  
federal con tro l by w ay  of the  drugs th ey  use.

W h ile  w e are in the process of m aking  definitions, we should tu rn  
our a tten tio n  to  the  very  im p ortan t m a tte r  of objectives. U n d er
standab ly , w e m u st have regu lation  by law  (both  civil and m oral) 
and n o t by m en. B u t d ru g  law s m ust be ad justed  to  social necessity 
and  no t to  convenience of enforcem ent, or to  the im plem entation  of the 
flow of com m erce.

M em bers of th e  health  professions and the  public alike are som e
tim es bew ildered w hen they  observe w h at appears to  be a sledge
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ham m er of enforcem ent being used to  drive a tack  of a  prohibition. 
I t  is especially d isconcerting  to  pharm acists to  know  th a t  to d ay  th ey  
are liable for crim inal action and considerable fine if th ey  fail to  
m ain tain  certain  procedures in d ispensing a given d ru g  on prescrip 
tion order, and then, tom orrow , find th a t th e  a tten d an t a t  th e  filling 
s ta tio n  on th e  corner can sell the  sam e d ru g  to  anyone w ith  im punity.

Public and Professional Needs and Interests 
Must Be Kept in Mind

A pressing  need exists for a  thorough  review  of ou r p resen t 
requirem ents w ith  th e  view  of a lign ing  them, m ore nearly  w ith  public 
and professional needs and  in terests. If  th is  can be accom plished, it 
is m y opinion th a t such th ings as p rac titio ner educational program s, 
proper public in form ation releases and efforts, and adequate  in te r
agency and professional liaison w ould do m uch tow ard  the  reduction 
of the  necessity  for th e  use of governm ental regu la to ry  procedures.

I t  is fundam entally  unsound for big governm ent to  a ttem p t to  
regulate  som eth ing as variab le and as in tim ate  as professional practice 
and privilege.

Beginning of Regulation
M ore th an  a  cen tury  ago, w hen the health  profession began to  be 

regulated , the  leg isla tures of the several sta tes recognized th e ir 
inab ility  to  un derstan d  and to  regula te  the  technical aspects and 
eth ical considerations w hich are the body of these vocations. I t  w as 
for th is  reason th a t special agencies and com m issions w ere set up. 
M em bership on these agencies w as com posed of professionals w ho had 
a full un derstan d in g  of the m a tte rs  to  be regulated . D u ring  those 
early periods, p ractically  all d rug  control w ork  w as carried  on by the 
boards of pharm acy.

As the  preparation  of m ost m edicináis began to  shift from  the  
pharm acist’s labora to ry  to  th a t of the pharm aceutical m anufacturer, 
in te res t w as ju s t na tu ra lly  focused m ore on product, to  the  relative 
neg lect of th e  services rendered in connection w ith  the  d ispensing of 
prescrip tion  m edication. T he early  in te rest in the  products w as 
restric ted  to  purity , s treng th , uniform ity , etc. Because of the emphasis 
on th is  aspect of control, and th e  fact th a t the regula tion  of d rugs 
w as coupled w ith  th a t of foods, chem ists, biologists, and  o thers  in 
th e  basic sciences began to  be a ttrac ted  to the  regu la to ry  process.
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E ven tually , special agencies w ere set up— both  sta te  and federal— 
w hose special function w as food and d rug  control work.

In  the  m eantim e, the  boards of pharm acy, being largely  vo luntary , 
seem ed satisfied to  let o ther agencies assis t in the job. Some, perhaps, 
even experienced tran sfe r of som e of th e ir responsibilities to  o thers 
by default. U n der such circum stances, w here em phasis was on product, 
it w as n a tu ra l th a t considerations of professional practice and privilege 
failed to  exert the  influence th a t they  had previously, w hen they  
w ere abou t the  only elem ents of control in effect. T he health  profes
sions are ju s t  now  feeling th e  full im pact of the revolution in industrial 
pharm acy. In  m anag ing  th is  grow th , we have seem ed to  rely  largely  
on law  w ith  all of its rig id ity  and inadequacies. A ny system  of d ru g  
contro l th a t  is to  fully m eet the public need m ust be m ore than  this.

T h ere  is no quarre l w ith  the  general chem ists and o ther scientific 
personnel p artic ipa tin g  in d ru g  control. O n the contrary , they  are 
welcom e. I t  w ould be im possible to  d ischarge any effective program  
w ith o u t these  h igh ly  tra ined  specialists. H ow ever, assurance of 
p rod uct in teg rity  is no t enough to  p ro tect the public in terest. M ore 
a tten tio n  m u st be given to  professional control as it re la tes  to  product 
use. O nly  the  health  professions are equipped to  d irect th is aspect of 
control. T h ere  is no question bu t th a t the scientific personnel w ho 
find them selves concerned w ith  certain  aspects of d rug  control 
w ork  are  ju s t as in terested  and ju s t as  devoted to  the public’s w elfare 
as are  th e  professionals w ho m ust be concerned w ith  d ru g  use. B u t 
th e  m echanism s of con tro l are differen t and are executed in different 
w ays w ith  the  tw o  groups. H ere  again, it is hoped th a t the proposed 
stu dy  of s ta te  agencies will inquire in depth.

Recommendations Proposed
Som e problem s have arisen sim ply because m any w ho are charged 

w ith  reg u la to ry  responsib ilities in th e  d rug  field have n o t m ain tained 
adequate com m unications and relationsh ips w ith  groups such as  this. 
In  regard  to  a d rug  control program  for the states, w ere specific 
recom m endations requested, am ong those to  be included w ould be 
th e s e :

(1) A conference of all agencies hav ing responsibilities in d rug  
control w ork, w herein a  decision m igh t be reached as to  w ho would 
do w hat, w hen and where, based upon the  logical derivation  of pow er 
and au tho rity .
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(2) A con tinu ing  in teragency m echanism  for the exchange of 
inform ation and assistance.

(3) A  cooperative p lann ing  pro ject to  elim inate duplication of 
effort and to reduce costs.

(4) A cooperative personnel tra in in g  facility such as has been set 
up  for the tra in in g  of governm ent personnel in o ther areas.

(5 ) A clearing house for proposed legislation., rules and regula
tions, standards and other requirem ents.

Some of these th ings already exist. T hey  need only to be o rgan 
ized and pu t in to use. N ot only do pharm aceutical m anufacturers find 
them selves in a s ta te  of f ru s tra tio n ; pharm acists and other professionals 
are equally handicapped. I t  is hoped th a t o rgan izations such as this, 
w ith  its broad base of m em bership, will in terest them selves in these 
problem s. Som eth ing m ust be done to  b ring  g rea te r order out of the 
chaotic s ituation  th a t appears to be developing. B ut, in doing this, 
w e do no t w an t those w ho m ust render health  services to  be exposed 
to  an au tho rita rian  federal governm ent. [The End]

FDA REGULATIONS CANNOT BE 
ATTACKED COLLATERALLY

T he validity of a  F D A  regulation  cannot be a ttacked  collaterally 
as a defense in a crim inal action charging violation of the regulation, 
the U n ited  S tates D istric t C ourt for the D is tric t of A rizona has ruled.

T he court action involved a crim inal charge tha t the defendant 
in troduced into in te rs ta te  com m erce lettuce which was adulterated  
because it contained m ore than  the  prescribed lim it of D D T  established 
by the pesticide regulations. T he defendant attem pted  to  co unter the 
charge by alleging th a t the regulation  was invalid because it was the 
resu lt of an a rb itra ry  and capricious exercise of discretion on the p a rt 
of the S ecre tary  of H ealth , E duca tion  and W elfare.

T he court refused to en tertain  the challenge to  the  regula tion’s 
validity. T he Food, D ru g  and Cosm etic Act, the court said, “prescribes 
a procedure to obtain direct judicial review  of the m erits of such 
regulations in a U nited  S ta te s  C o u r t o f  A p p e a ls  by filing a  petition within 
90  days after the regulations are  issued. . . . T h e judgm ent of the 
Court of Appeals is final subject to  review by the U. S. Supreme Court. . .

“ If d irect judicial review  is not sough t w ith in  the 90-day period 
allowed by the s ta tu te ,” the court continued, “the rig h t to  such review  
is lost and the  regulations becom e final in the sam e w ay as they would 
if affirm atively upheld on d irec t review .”

N o ting  that no s ta tu to ry  appeal on the regulation in question was 
taken by the defendant or anyone else, the  court refused to  en tertain  
the defendan t’s challenge.

T he co urt’s decision in U n ite d  S ta te s  v. B o d in e  P ro d u c e  Co., In c . 
appears in C C H  F ood Drug Cosmetic L aw R eports, f  40,056.
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Looking Back at Food and Drug 
Law Enforcement

By ERWIN P. SNYDER
This Paper W as Presented at a Meeting of the Division of 
Food, Drug and Cosmetic Law of the American Bar Association 
Section of Corporation, Banking and Business Law in Chicago,
Illinois on August 15, 1963. Mr. Snyder Is Counsel with the Chi
cago Law Firm of Chadwell, Keck, Kayser, Ruggles and McLaren.

IT  H A S  B E E N  S U G G E S T E D  th a t I rem inisce about some of my 
connections w ith  the food and d ru g  laws. M y early  experiences 

as a law yer w ere very  general as I w as then  connected w ith  a firm 
rep resen ting  large clients not in the food line, bu t in 1922 I becam e 
general counsel for the  K ra ft Food in terests. As such, I was no t only 
busy  w ith  acquisitions, m ergers and corporate problem s bu t also 
found m yself involved w ith  various food and drug officials, not only 
the s ta te  officials b u t also the  federal officials, who w ere engaged in 
enforcing food and d rug  laws. M r. K ra ft w as the inven tor of so-called 
process cheese w hich w as a relatively  new  food product and  th is at 
th a t tim e w as th e ir principal line. A few com m ents about som e of 
m y experiences w ith  th is new  product will perhaps b rin g  back to  each 
of you some of yo u r own m em ories about new  food or d rug  products 
w hich you have handled. A new  product such as process cheese 
necessarily  raises problem s of enforcem ent and of th a t very  im portant 
enforcem ent tool, a definition and standard  of identity .

The Kraft Product
In  1922 and follow ing years, the  various s ta te  fcod and drug  

officials all had curiosity  as to  how  the product w as m anufactured , as 
to  the ingred ien ts from  w hich the product w as m anufactured , and as 
to the  legal s ta tu s  of the product, w hether it w as to be considered 
as a cheese or a new  m anufactured  product. T he K raft Com pany
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sold it as pasteurized blended loaf cheese, bu t m erely nam ing  it as 
such did no t satisfy the food and d ru g  officials w ho w ere being goaded 
by dealers in m any form s of na tu ra l cheese to  take some action against 
the  K ra ft p rod uct w hich w as rapid ly  tak in g  large sections of the  
m arket bo th  in the U nited  S ta tes and abroad. T he  K ra ft product 
w as prepared  by com m inuting the original cheese so th a t it could 
be heated, blended to ge ther and pasteurized . T he cheese w hich w as 
used in the m anufacture w as high grade cheese and w as thoroughly  
cleaned before it  w as pu t in th e  kettles so th a t there  could hard ly  be 
objection to  the  ingredients. T he opposition of the  cheese dealers 
took the  form  of slandering the K raft p rod uct as som eth ing sim ilar to  
process b u tte r  w hich everyone at th a t tim e knew  w as m ade from  
rancid and unm arketab le  b u tte r  which w as subm itted  to  various 
processes to  produce a usable bu tter.

T he opposition to  K ra ft centered in the  S tate  of W isconsin which 
w as and is the leading cheese producing sta te  in the U nion. A t th a t 
tim e the  W isconsin  S ta te  D ep artm ent handling  food and d rug  ques
tions w as headed by Dr. E m ery, w ho w as a w ell-trained and reason
able executive. I w as able to  get along w ith  Dr. E m ery  very  w ell and 
W isconsin investigato rs and inspectors w ere w elcom ed in the K ra ft 
factories. I t  w asn 't long un til K raft had com petitors in the field, som e 
of w hom  added a chem ical so-called em ulsifier to  the cheese to  aid in 
the  b lending of the  cheese com ponents.

Early Standards Fixed by Wisconsin
D u ring  these early  years w hen opponents of the K ra ft loaf cheese 

w ere using every effort to  ou tlaw  the  product in W isconsin, the  
A tto rney  G eneral of W isconsin ruled th a t cheese m ade in the  m anner 
of K raft loaf cheese could no t be called m isbranded or adu ltera ted  
w hen labeled pasteurized blended loaf cheese. T h a t w as in the  early 
p a rt of 1925. L a te r  in 1925, the  W isconsin leg islature in connection 
w ith a s ta tu te  fixing the stan dards for various types of cheese in 
cluded a definition and standard  for process cheese. T he standard  
defined the w ay it w as m ade and perm itted  the optional add ition  of 
a chem ical em ulsifier w hich consisted e ither of sodium  phosphate, 
sodium  c itra te  or po tassium  ta r tra te  and set lim its on the am ount of 
th e  em ulsifier contained in the product. I t  also fixed the con ten t of 
b u tte r  fat and m oisture for the product. In  general, it w as a very  fair 
s ta tu te . I have alw ays given Dr. E m ery  cred it for hav ing w ritten  
the definition and standard  w hich becam e law in Ju ly  1925. A t th a t
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tim e K ra f t did no t use a chem ical em ulsifier, a lthough  its  com petitors 
did. So, w hile th ere  w as no doub t b u t th a t the law  required  their 
p rod uc t to  be nam ed “P rocess Cheese,” K ra ft did1 no t feel th a t it was 
required  to  so label its  p roduct in view  of the opinion of the Attorney 
G eneral; and no th ing  w as done by W isconsin  about the om ission, 
d u rin g  those  years, of the w ord “process” from  K ra ft labels. H ow 
ever, questions continued to  arise in the  various o ther sta tes  and to 
secure un iform ity  of approach it seem ed a federal standard  w ould be 
very  helpful. T hu s, I learned early  in m y experience w ith  the  enforce
m ent of food and d ru g  law s th a t the s tan dards are a very  helpful and 
necessary p a rt of the enforcem ent background. A t th a t tim e there  
w as no set procedure. I t  w as no t easy to  secure a federal standard , 
and  th ere  w as som e question as to  how  m uch aid would be secured 
from  such a standard .

Early Federal Food and Drug Laws

A t th is  point, it m igh t be well to  review  the s ituation  of federal 
food and  drugs law s a t th a t tim e. Y ou probably  are ah  fam iliar w ith  
w h a t I am  go ing to  say, b u t it w o n’t h u rt to  repeat it. T he  earliest 
federal involvem ent in food laws w as in reference to  im ports of food 
in to  the  U n ited  S tates. I t  w as about 1848 w hen the  federal regulation  
of adu lte ra tion  in im ports of food for hum an consum ption began. I t  
w as no t un til 1869 th a t Congress tu rned  its  a tten tio n  to  the adu lte ra 
tion  of food stuffs m anufactured  dom estically for hum an consum p
tion, and it w as no t un til 1883 th a t C ongress provided funds for the 
publication  of a bu lletin  by the  com m issioner of ag ricu ltu re  repo rting  
analyses of various food products. C ongress w as slow  in providing 
funds to  set up chem ical laborato ries for the analyses of foods to  ascer
ta in  if th ey  w ere adu ltera ted , b u t la ter, in 1896, Congress au thorized 
the  g iv ing  of publicity  as to  the  resu lts  of such tests. T h is  publicity  
caused the m anufac tu rers to  appear before C ongress and  secure law s 
g iv ing them  the  opportun ity  of a hearing  before the S ecretary  cf 
A gricu ltu re  p rio r to  the publication of adverse findings in reference 
to  foods and drugs. I t  w as no t long a fte r th is  th a t Congress becam e 
in terested  in the sub jec t of preservatives and colorings in foods and 
au thorized  the  S ecre tary  of A gricu ltu re  to  investigate  the  safe ty  of the  
sam e in reference to  health . A t th is  tim e Dr. H arvey  W . W iley  cam e 
in to  the  p ic tu re  w ith  his so-called poison squad of 12 young  m en w ho 
vo lunteered  to  undergo experim ental d iets designed to  determ ine the 
safe ty  of such p reservatives and colorings.
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1902 and Later Regulations
In  1902 Congress au thorized  the D ep artm ent of A gricu ltu re  to  

investigate the chem istry  of various food products and adu lte ran ts  
used therein. F inally , in 1906, Congress passed the first com prehen
sive food and drug  law  after practically  all the sta tes had already 
passed such legislation. Because of the fast developm ent of packaged 
food and the  grow ing in te rs ta te  traffic in food of all types, the federal 
law  quickly becam e the vehicle used for the prevention  of ad u lte ra 
tion and m isbranding. T he law  of 1906, how ever, contained no provi
sion for estab lish ing  standards for foods o ther than  canned foods. 
Provision for the s tandard iza tion  of canned foods w as provided in 
1930 by the  federal M cN ary-M apes am endm ent to  the 1906 Act.

In  1902 C ongress m ade an appropria tion  to enable the  S ecretary  
of A gricu ltu re  to  collaborate w ith  the A ssociation of Official A gri
cu ltu ral C hem ists and o ther experts to estab lish  stan dards of pu rity  
for food products and to  determ ine w h at constitu ted  adu ltera tion  
thereof for the guidance of the  officials of various sta tes and of courts 
of justice. I t  w as p u rsu an t to  th is  s ta tu te  th a t the D ep artm ent of 
A g ricu ltu re  estab lished so-called “advisory s tan d ard s” for m any food 
products. T hese  definitions and stan dards w ere contained in the 
Service and R egu la to ry  A nnouncem ents issued by the  departm ent. 
T hese standards did no t have the effect of legal pronouncem ents, bu t 
they  did have considerable w eigh t in practice and frequently  w ere 
regarded  by the  court as expert testim ony. W hile they  were of help 
in the enforcem ent of food and drug  laws, it still w as a cum bersom e 
legal job to  prove adu ltera tion  or m isbranding.

“ Advisory Standard” for Process Cheese
T his w as the situation  in 1925 w hen I decided th a t it w ould be 

helpful to  secure the  adoption of a so-called “advisory s tan d ard ” for 
process cheese. I did no t advocate th a t the K ra ft product be called 
process cheese b u t suggested  th a t it be called pasteurized blended 
cheese.

M y orig inal con tact w as Dr. S kinner of the B ureau of Chemistry 
of the  A gricu ltu ra l D ep artm en t w ho w as then  chairm an of the  Food 
S tan dards Com m ittee. A t th a t tim e the  Food S tandards Com m ittee 
w as com posed of th ree  represen ta tives of the  Food and  D ru g  D ivision 
of the B ureau of C hem istry  of the D epartm ent of A griculture, together 
w ith  th ree represen ta tives of the  A ssociation of S ta te  Food and D rug
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officials and th ree  represen ta tives from  the  A ssociation of Agricultural 
Chem ists. I t  w as a very  inform al o rgan ization  and the m eetings 
w ere inform al in nature . I inform ed Dr. S kinner of the general situa
tion w ith  w hich he w as to  som e ex ten t fam iliar. H ow ever, procedure 
called for th e ir  own organ ization  to  look in to  the situation  w hich they 
did. L a te r  a m eeting  of the com m ittee w as held w hich I a ttended 
and to w hich I p resented  the  situation . C om petitors of the K raft 
C om pany w ere also called in and given an opportun ity  to  p resen t any 
facts th a t they  desired.

W e had several hearings in 1926, a t one of w hich. I recall. Dr. 
W iley  w as p resen t as a guest. H e had re tired  previous to  th a t time. 
T he m eetings w ere open to the  public, a lthough  there w as a very 
sm all a ttendance. W e also had several hearings in 1927 before any 
action w as taken. D u ring  the la tte r p a rt of 1927 the com m ittee recom 
m ended to  the Secretary  of A g ricu ltu re  a s tan dard  for process or 
em ulsified cheese and for pasteurized-blended cheese, the la tte r  not 
con ta in ing  any em ulisfier and hav ing  the  sam e m oisture con ten t as 
the orig inal cheese. T he process cheese w as perm itted  an additional 
1 per cent of m oisture to  provide for the  incorporation  of the 
emulsifier.

I m igh t say there  has been very  little  pasteurized-blended cheese 
of the cheddar type found on the m arket since 1927 or 1928 w hen K raft 
decided th a t because it aided the ease and un iform ity  of m anufacture, 
the use of an em ulsifier w as desirable. H ow ever, occasional exam ples 
have been m anufactured  by K ra ft since th a t tim e, such as cream ed 
O ld E ng lish  cheese w hich w as m ade and sold in the th irtie s  and in 
w hich no em ulsifier w as used and the  pasteurized-blended cheese 
spreads sold a t the p resen t time.

W hile the issuance of the federal s tandard  for process cheese did 
help very  m uch in securing un iform ity  of s ta te  law s in reference to  
process cheese and the enforcem ent of the  same, I could no t fail to 
recognize th a t the  enforcem ent situation  w ould have been g rea tly  
im proved if federal standards had the force of legal definitions and 
standards. A ccordingly, I w as actively in terested  in subsequent years 
in persuad ing  C ongress to  pass the  new  F ederal Food D ru g  and 
Cosm etic A ct w hich w as passed in 1938 and au thorized  in Section 401 
the estab lishm ent of standards of id en tity  and reasonable standards 
of quality  for food products.
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Standards Committee
T o facilita te  s tandard  m aking operations the Food and D rug  

A dm inistra tion  a t once se t up a S tandards Com m ittee com posed of 
four experienced sta te  food law  enforcem ent officials and tw o rep re 
sen ta tives of the Food and  D ru g  A dm inistra tion . T h is com m ittee 
in cooperation w ith  the adm in istra tive  officers decided w hich foods 
should be standard ized  and generally  pointed ou t to  the field forces the 
da ta  to  be secured for the A dm inistra tion  to  p resen t a t the s tan d 
ard  hearing.

A m ong the  early  hearings w ere hearings on proposed standards 
for cheddar cheese and cream  cheese in 1940. A t the hearing  on 
cheddar cheese our d istinguished colleague M ichael M arkel w as the 
governm ent’s atto rney . L a te r  hearings w ere held on cream  cheese. 
This hearing became almost bitter and aroused considerable antagonism  
betw een various m em bers of the industry .

O ne of the predecessors of K raft had orig inated cream  cheese 
abou t 1890 and in the last few years before the hearing  there  had been 
a tren d  am ong com peting N ew  Y ork m anufacturers of th is p roduct 
to  degrade the cream  cheese in to som eth ing approaching a Neufchatel 
cheese w hich as such had m ore or less gone off the m arket. Neufchatel 
cheese had been m ade e ither from  skim m ed m ilk or m ilk contain ing 
small am ounts of b u tte r  fat.

T he  governm ent very  properly proposed standards which covered 
the  trad itio nal cream  cheese m ade and sold from  the year 1890 and 
K raft, as w ould be expected because of its  ow nership of Philadelphia 
B rand cream  cheese, supported  the  go vernm en t’s standard . T he tradi
tional b u tte r  fa t standard  for cream  cheese w as adopted as a resu lt 
of these hearings w hich w ere very  pro tracted . Mr. M arkel w as also 
th e  governm ent a tto rney  in the cream  cheese hearing. T h is w as all 
before W o rld  W a r  II. D u ring  the w ar the standard  m aking role of 
the  Food and D ru g  A dm inistra tion  w as very  m uch cut dow n because 
of the urgency of o ther problem s.

Directors of the Food and Drug Administration
D u ring  the years from  1922 to  and  including the w ar years, the 

enforcem ent activ ities of the  Food and D ru g  A dm inistra tion  and its 
predecessor the B ureau of C hem istry of the D epartm ent of Agriculture 
w ere under the  direction of W a lte r  G. Cam pbell w ho entered the  
D ep artm ent as a law yer b u t becam e chief inspector of the B ureau of
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C hem istry  very  soon after the passage of the 1906 Act. H e w as pu t in 
charge of the enforcem ent activ ities in 1922 and becam e head of all 
Food and D rug  activ ities in 1928 shortly  before the Food and D rug  
A dm inistra tion  separated from  the B ureau of Chem istry. T he crea
tion of the Food and D ru g  A dm inistra tion  independent from  the 
B ureau of C hem istry  w as in 1930. Mr. Cam pbell w as d irector of the 
entire adm in istra tion  from  th a t date, du ring  the  Congressional hear
ings on the  1938 A ct w hich began early in the  th irtie s  and du ring  the 
reorganization  of activ ities under the  1938 Act, un til he vo lun tarily  
re tired  in 1944 a fte r 37 years of public service. W h e th e r it w as 
because he w as a  law yer or because of his innate sense of rig h t and 
w rong, he established for the A dm inistra tion  a high code of ethics 
w hich continues to  th is  date. P au l D unbar, C harles C raw ford and 
G eorge L arrick  have in tu rn  ably con tribu ted  to  th is  trad ition . I 
w ould be m ost rem iss if I did no t publicly acknow ledge the ou ts tan d 
ing service w hich M alcolm  S tephens has perform ed as chief of the 
B ureau of E nforcem ent. C onsum ers, governm ent officials and industry 
represen ta tives all owe M r. S tephens a respectful vote of appreciation 
and confidence for carry ing  on the Cam pbell tradition .

Developments Since World W ar II
I have not dealt w ith  the period since the w ar because you are all 

m ore or less fam iliar w ith  th a t. D uring  the  period im m ediately after 
W o rld  W a r  II , the  D epartm ent conducted som e very  extensive s tan d 
ard  hearings in w hich I participated . A gain the  im portance of s tan d 
ards for un iform ity  of enforcem ent w as recognized. Som etim es I have 
doubted the  necessity  of a s tan dard  for a p roduct as  a s tan dard  m ay 
tend to  stifle technology and advancem ents in the  product. H ow ever, 
th is  s ituation  has no t gone unnoticed, and m eans have been devised 
to  perm it technological advances w ith in  the  standard iz ing  concept 
w ith ou t c reating  additional enforcem ent p rob lem s; first, by the  in tro 
duction of an a lte rn a te  m ake procedure clause as w as done in the 
cheese standards. Such a clause perm its changes which do no t affect 
th e  id en tity  of the  product. Second, the H ale A m endm ent now per
m its stan dards to  be changed m ore easily and, th ird , the  A dm inistra- 
tra tion  has helped by provid ing in its regu la tions in Section 10.5 for 
th e  issuance of tem porary  perm its w hich perm it the  com panies to  try  
ou t w h a t appears to  be an advance in a standardized product before 
ask ing  to r an actual change in the standard . P erhaps the  only rem ain
ing action w hich m igh t be taken by the A dm inistra tion  w ould be tc
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add additional personnel to assist M r. Beilis and the o ther overw orked 
executives assigned to  th is division of the A dm inistra tion .

One of the m ost im portan t changes m ade in the  1938 A ct has been 
the m uch delayed recognition th a t the provisions of the  A ct found in 
Sections 402(a) (1) and 402(a) (2) se ttin g  ou t the poisonous per se rule 
w ere a roadblock for p resen t day food technology in reference to 
chem ical substances added to  food, and w ere no t adequate w ithou t 
fu rth er provision in the  A ct as to  how, w hen and how  m uch of such 
additive m ay be used. T h is w as of g rea t im portance to the food 
industry , and I was g reatly  concerned to see the s ta tu te  rem edied. 
A fter a considerable s trug g le  in Congress the Food A dditives Amend
ment of 1958 was passed w hich rem edies the situation . [The End]

R E G U L A T I O N S  P E R M IT T IN G  T H E  U S E  O F  R A D IA T IO N

T w o additional regulations perm itting  the use of radiation in the 
preservation  of food w ere issued by F D A  during A ugust. One of the 
new regulations authorizes the use of gam m a radiation to control insect 
infestation of w heat and w heat products. T he o ther authorizes the 
use of electron beam  radia tion  to sterilize canned bacon.

T he use of gam m a radiation  from  the radioactive isotope cobalt 60 
for the sterilization of canned bacon was au thorized by F D A  last 
F eb ruary  in its first action involving the irradiation  of food, afte r the 
process was shown safe. T he  gam m a radiation, w hich is an electro
m agnetic radia tion  like light b u t w ith a sho rte r wave length, is derived 
from  sealed units of cobalt 60. E lectron beam  radiation  is a stream  
of m inute particles of m atter w ith a  positive charge projected  from 
an electronic accelerator.

In  the field of radiation, F D A ’s area of responsibility  is the safety 
of the trea ted  foods. U n der the Food A dditives A m endm ent to the 
Food, D ru g  and Cosm etic Act, foods tha t are irradiated  m ust be 
cleared by F D A  for safety before they can be m arketed. F D A  also 
evaluates o th e r possible effects of radiation, such as changes in flavor, 
color, odor, tex tu re o r nu tritional quality  to m ake sure th a t the treated  
produ ct will com ply w ith the  law  in all o ther respects.

T he new  regulation for the irrad iation  of w heat and w heat p roducts 
perm its the use of gam m a radiation  at energy levels not exceeding 
2.2 m illion electron volts to provide an absorbed dose of from  20,000 
to 50,000 “rad s” of radiation. A “rad ” is a m easure of the total am ount 
of radiation absorbed. Evidence subm itted  to F D A  showed tha t the 
treated  w heat1 would not be radioactive, and its nutritive value and other 
properties would not be adversely affected. Purpose of the radiation 
is to kill insect eggs and other insect life in the grain.

T he source of electron beam  radiation to sterilize bacon, under 
the o ther new  regulation, would be an electron accelerator producing 
a  beam  of energy levels up to 5 m illion volts. F D A  scientists are 
satisfied th a t bacon irrad iated  by this process would not be radioactive 
and would be entirely  safe for consum ption.
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t/  C onstitutional Q uestions in F ood and  D rug  L aw s, by  T hom as 
W . C hristopher. T opical index; 128 pages, 6" x 9", heavy paper 
covers. P rice : $3.50 a copy.
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