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REPORTS
TO THE READER

This month’s issue of the Journal 
is devoted to a research study, co
authored by Julio E. Alfaro and Julius 
G. Zimmerman, on “The Food Law  >of 
Argentina.” The study contains the 
historical background of what is now 
the model Latin-American Food Code 
— developed through the endeavors of 
Dr. Carlos A. Grau, based on his 
earlier efforts in providing a model 
for the “Reglamento Alimentario” (A r
gentine Food Code).

The article begins with the consti
tutional basis of Argentine food law 
and its scope (which includes a broad 
definition of “food”—encompassing food 
additives, products not destined for 
human ingestion, drugs and animal 
feed). In addition, the article deals with 
a registration system (that is, regis
tration of foodstuffs for exportation 
and importation as well ’as the reg-

istration of manufacturing plants and 
other establishments); the regulation 
of commodity identification (labeling 
and trademarks); the regulation of 
wine and other alcoholic beverages, 
manufacturing establishments and storage 
facilities for products, subproducts and 
derivatives of animal source; and spe
cific legislation dealing with pesticide 
chemicals and their residue.

The paper concludes with a synopsis 
of international cooperation in dealing 
with harmonization of food laws and 
regulations. Mr. Alfaro is currently 
serving as attorney on the staff of 
the Latin American Zone Counsel in 
Miami, Florida; M r. Zimmerman, an 
attorney in New York City, is Editor 
of Foreign Law of the Journal; both 
Mr. Alfaro and Mr. Zimmerman are 
members of the Inter-American Bar A s
sociation. The article begins on page S4S.

REPORTS TO T H E  READER .PAGE 543



F O O D  L A W  O F  A R G E N T IN A
D E T A I L E D  T A B L E  O F  C O N T E N T S

Sec. Page
1. Federalism and Food Law  U n ifo rm ity ...................................................................  54S

1.1. Constitutional Pattern .........................................................  54S
1.2. The Constitutional Basis of Food L a w .........................................................  546
1.3. The Historical Background of Argentine Food L a w ................................ 547
1.4. The Argentine Food C o d e ............................................................................ . 550

2. The Federal Food Code ..........................................................................................  552
2.1. Scope of the Argentine Food C o d e .....................................................................552
2.2. Food Additives .......................................................................................................  554
2.3. Articles of Daily Use ........................................................................................... 558
2.4. Drugs and “ In Between” Substances.............................................................  559
2.5. Foodstuffs and Drugs for A n im a ls .................................................................... 560
2.6. Amendment Procedure ..................................................................................  561
2.7. The Registration System ..................................................................................  563

2.7.1. Registration of Foodstuffs...................................................................... 563
2.7.2. Re-registration of Fo o d stu ffs .................................................................  565
2.7.3. Registration of Foodstuffs for Exportation or Importation ..........  566
2.7.4. Registration of Manufacturing Plants and Other Establishments . 566

2.8. Infringement of the Food C o d e ................................................  .......... 567

3. Commercial Identification ............................................................................................  572
3.1. Commodity Identification in G en era l.............................................................  572
3.2. Foodstuff Identification Proper ........................................................................ 575

4. Food Law  Matters Regulated Elsewhere ............................................................ 577
4.1. W ines and Other Alcoholic Beverages.........................................................  577
4.2. Products, Subproducts and Derivatives of Animal S o u rce .....................  577
4.3. Pesticide Chemicals and Residue of Pesticide Chemicals ............................  579

5. Argentine Food Law  and International Harmonization 579
5.1. General Observations ..........................................................................................  579
5.2. Latin American Food Code ..............................................................................  580
5.3. Latin American Economic G ro u p in g s.............................................................  581
5.4. Joint F A O / W H O  Codex Alimentarius Com m ission.............................  582
5.5. Participation of Latin America in the Codex P ro je ct.........................  583

PAGE 5 4 4 FOOD DRUG COSMETIC LAW JOURNAL— OCTOBER, 1 9 7 6



Vol. 31, No. 10 October, 1 976

Esod Drug'Cosmetic law
The Food Law of Argentina
By JULIO E. ALFARO and JULIUS G. ZIMMERMAN

Mr. Alfaro, a Member of the Buenos Aires Bar and the Inter- 
American Bar, Is Currently Serving As Attorney on the Staff of 
the Latin American Zone Counsel Office in Miami, Florida.
Mr. Zimmerman, an Attorney in New York City, Is Editor of 
Foreign Law of the FOOD DRUG COSMETIC LAW JOURNAL.

Section 1. Federalism and Food Law Uniformity
1.1. Constitutional Pattern

TH E  A R G E N T IN E  C O N S T IT U T IO N  has adopted a federal model 
for a country which presently consists of 22 autonomous provinces, 
one F ederal D istric t and th ree  N ational T errito ries. T he s tru c tu ra l 

axis of such a m odel is, necessarily, the pow er d istribu tion  rule th a t 
separates federal and provincial ju risd ictions. In  very general term s, 
the federal pow ers are those expressly delegated, while the  provincial 
pow ers are those im plicitly  re ta in ed .1 

T he federal pow er scope is double :
(a) Territorial—The territorial pow ers of the  federal govern

m ent extend to all federal te rrito ries , irrespective of th e  subject 
m atte r involved. T he m ost im p ortan t of those federal territories, 
the m unicipal d istric t of the capital city of Buenos Aires, is also 
sub ject to the overlapping ju risd ic tion  of the m unicipal au thori-

1 National Constitution— (1853/60)— 
Articles 5, 104, 106, 108. Specifically, 
Articles 104 and 108 read :

“The provinces retain all powers 
not expressly delegated to the Fed
eral government by this Constitution, 
and also those expressly reserved at 
the time of their incorporation in the

Union.” (The reference to reserved 
powers is addressed to pre-constitu
tional pacts, and has no practical 
significance.) “The provinces will not 
exercise the power delegated to the 
Nation.” (In  this context, Nation 
mean's federal government.)
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ties. H ow ever, the federal pow er has been trad itionally  un der
stood as preem ptive.

(b) Substantive—T he substantive pow ers of the  federal gov
ernm ent extend to specific sub ject m atters  as delegated to the 
F ederal G overnm ent by the C onstitu tion , irrespective of the  te r 
rito ria l ju risd ic tion  involved. I t m ust be noted th a t the  A rgen tine  
C onstitu tion— unlike the U n ited  S ta tes C onstitu tion—has dele
gated  to  th e  Federal G overnm ent the pow er to enact m ost of the  
substantive law of the land, namely the Civil, Commercial, Criminal 
and N atu ra l R esources Codes.2
The functional interplay between the federal ju risd iction , as stated  

above, and the  provincial (and a fortiori municipal) ju risd ictions, is 
regu la ted  by the com m erce clause. Akin to its A m erican counterpart, 
th e  clause is a som ew hat hybrid  pow er d istribu tion  rule. I t  cannot 
be described as substan tive, since it does not refer to specific leg isla
tive issues ; neither can it be deem ed territo ria l, for it is addressed 
to cover situations of in terterritorial flow of goods.3 *

U nder the commerce clause of the Constitution, the federal authori
ties are em pow ered to  legislate on sub ject m atters  involving “m ari
tim e and te rres tria l com m erce w ith foreign nations and of the prov
inces inter se

D espite the fact th a t substan tive  pow er allocation in the federal 
governm ent significantly erodes the  value of the clause as a un iform 
ing tool, it has been extensively reso rted  to as a rationale, even to  the 
po in t of conceptual abuse.5
1.2. The Constitutional Basis of Food Lav/

How does food legislation fit within the above constitutional pattern ?
It is clear th a t the  food sub ject m a tte r  has no t been delegated ex

pressly  to the federal au thorities. T he  central governm ent— and spe
cifically th e  L eg isla tu re— m ay only  pass food law's when and insofar 
as international or interprovincial commerce are involved, i.e., based 
upon the  pow er g ran ted  by the  com m erce cause.

2 Ibid. Article 67, paragraph 11.
3 Ibid. Article 67, paragraph 12. Also 

see Articles 26 and 10, on free naviga
tion of the internal rivers, and free 
internal flow of goods.

‘ Ibid.
5 A good instance of abuse is Law 

19982 (November 29, 1972/ Boletín Ofi
cial, December 5, 1972) on commercial 
identification. The legislative message

prefacing the law reads: “(T)he cri
terion has been followed that calls for 
the rules on the subject to be national, 
since they are meant to regulate a com
merce that, at least potentially, is always 
inter jurisdictional. . . .” (Emphasis sup
plied.) This is tantamount to negating 
the power distribution rule contained 
in the clause. (Excessive elusiveness 
equals non-existence.)
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In all o ther situations, th e  provinces retain  legislative jurisdiction 
over the food sub jec t m atter. M unicipalities m ay only regula te  the  
field p u rsu an t to  express delegation by the provincial authorities.6

Local ju risd ic tion  stem s from  the pow er d istribu tion  rule of the  
C onstitu tion , and not from  categories of a do ctrinary  nature, as the 
advocates of police pow er have often held .7

From  such a perspective, there are only tw o conceivable w ays 
of achieving food law  un iform ity  :

(a) Voluntary uniformity.— The federal legislature might enact 
food law  apply ing to  federal te rrito ries  and to com m erce clause 
situations. Such law  could then be sponsored as a m odel act of 
sorts, and its subsequent adoption by all local ju risd ictions ob
ta ined .8

(b) Compulsory uniformity.— T he food sub ject m a tte r could 
be expressly delegated to the federal governm ent th rough  a con
stitu tional am endm ent.9
Both a lternatives are m utually  exclusive, and inescapable as a 

m atte r of law.

1.3. The Historical Background of Argentine Food Law

A retrospective  overview  of food legislation in A rgen tina  show s 
a p a tte rn  consisten tly  determ ined by the above-posed constitu tional 
dilem m a.

Comprehensive legislation was initially attempted at the local level. 
Federal legislation rem ained partial, m ainly addressed to cover ad
m in istra tive  problem s, or restric ted  substan tive  issues involving in
ternational or in terprovincial commerce.

T he  Food R egulations of the P rovince of Buenos Aires (1928), 
can be safely regarded as the first system atic effort in the  food law  
field. Besides enacting  a com prehensive Brom atopeia, the  Regulations

6 National Constitution, Articles 5, 106.
7 Police power is an analytical con

cept so difficult to grasp that it can be
disregarded as useless. To witness, the 
so-called broad notion of police power: 
“ (T )he  juridical activity of the State 
that seeks to regulate the necessary 
equilibrium between the individual ex
istence and the common good when 
disturbed. . . (Bartolomé Fiorini, Poder 
de Policia, Ed. Alfa. Bs Aires, 1962.)

8 The Federal Food Act Draft of 1965 
would have relied upon an ancillary 
Bromatopeia for subsequent local adop
tion. The Reglamento Alimentario Nac
ional of 1953 did almost become the 
effective Bromatopeia of the country 
through voluntary adoption by the prov
inces.

8 The 1949 constitutional amendment 
examined in the text is a good instance.
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in aug ura ted  the requirem ent of preventive reg istra tion  of foodstuffs 
and food estab lishm ents.10

T he Province of Santa Fe, the  o ther fundam ental food law ju ris
diction in A rgen tina , approved its B rom atological Code on December 
16, 1941 (P rov incia l L aw  2998). T he Code borrow ed heavily from the 
Buenos Aires R egulations.

T he rest of the  provinces and m unicipalities con tinued to lack 
com prehensive legislation, and m erely dealt w ith specific problem s 
and general p rotection  of public health.

In  1947, F ederal L aw  13012 called for the  d rafting  of a S an itary  
Code.11 T he con ten ts of the prospective Code w ere carefully  outlined, 
and the  F ederal E xecutive appointed for the task. T he idea w as to  
p ro tect public hygiene th ro ug h  the broad listing  of personal stan dards 
of c a re ; brom ato logy  w as not involved.

But, although different, bromatology and hygiene are indeed germane. 
T hus, one of the provisions w ith in  Law  13012 also called for the 
d raftin g  of a set of brom atological rules, and assigned the task  to the 
M inistry  of P ublic  H ea lth .12

L aw  13012 and the S an itary  Code set in m otion thereby  were 
soon to be rendered m oot th rough  constitu tional am endm ent. A series 
of changes introduced to  the fundam ental charter in 1949 included 
the g ran t of pow er to  the federal leg islature to pass a San itary  Code. 
Such g ran t could have been in terp reted  as a blank authorization  to 
regulate  the closely connected food area, bu t th e  oppo rtun ity  seem s 
to  have been overlooked. Instead , a broad draft of a Sanitary Code, 
along the lines of L aw  13012, was prepared bu t never enacted.13

C ontroversial L aw  13012 retained m arg inal im portance. I ts  main 
legislative offspring w as F ederal D ecree 382, which, pu rp o rtin g  to 
im plem ent the  provision on the subject, organized a d raftin g  com 
m ittee to p repare a B rom atological Code.14 T he final version w as 
subm itted  to the F ederal E xecutive, and was approved th rough  D e
cree 141 of Jan u a ry  8, 1953, as “ R eglam ento A lim entario .”15 T he ad
jective “Nacional” was later added to it through widespread usage.

10 Specifically, see Articles 966 and 
967 thereof. The Regulations were sub
sequently revised, updated and expanded 
in 1937, 1944 and 1948.

11 Law 13012 (Boletin Oficial, Octo
ber 16, 1947).

12 Ibid. Article 3, paragraph 23.
13 The draft was approved through

Resolution 38463 (September 20, 1951),
PAGE 5 4 8

Ministry of Public Health. The Execu
tive never submitted it to the Congress.

14 Decree, Federal Executive, 382, Janu
ary 1951. The legal foundation upon 
Law 13012 is constitutionally neces
sary.

15 The draftsman of the Buenos Aires 
Food Regulations and of the Regla-

(C ontinued on next page.)
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At th is point, tw o com m ents on the R eglam ento seem pertinen t. 
On the one hand, it w as th e  culm ination of a legislative trend  th a t 
can be traced  back to the orig inal Buenos Aires Food R e g u la tio n s ; its 
brom atological rules could hard ly  be deem ed im provised.18 On the 
o ther hand, the  scope of ju risd ic tion  of the  R eglam ento w as orthodox  
federal, th a t is to say th a t it applied to federal te rrito ries  and to com 
m erce clause situations.

D espite the la tte r  feature, sponsoring  by a s tro n g  adm inistra tion  
caused the R eglam ento to be subsequently  adopted by  m ost local ju ris
dictions, to the po in t th a t, by  early  1955, food law  un iform ity  was 
alm ost a rea lity .17

H ow ever, a fte r th e  fall of the  governm ent in the second half of 
th a t year (1955), a legislative reversion started . M any provinces chose 
to pass local legislation, and in som e instances to re tu rn  to th e ir  prior 
legal p a tte rn .18 A dditionally , a new  constitu tional am endm ent de
clared invalid th e  1949 am endm ent, and the  S an itary  Code w as erased 
from the  list of those delegated to  the federal government (1957).

T he existence of diverse and often conflicting local law s caused 
the position of the food in d u stry  to be all bu t un tenable by early 
1964. Substantial lobbying ensued, and a draft of the Federal Food Act 
w as ready in 1965.19
(Footnote 15 continued.) 
mentó Alimentario Nacional was Dr. 
Carlos A. Grau, a famed Argentine 
bromatologist. Dr. Grau also intervened 
in the drafting of the Latin American 
Food Regulations. It is unnecessary 
to analyze the provisions of the Regla
mento; since, as explained in the text, 
it has since been enacted as the Argen
tine Food Code with very minor changes.

16 Ibid.
17 Most jurisdictions adopted the Reg

lamento as their local law. (For in
stance, Santa Fe, through Prov. Decree 
994, February 12, 1954.)

18 The Province of Santa Fe repealed 
the Reglamento through Prov. Decree 
8441, August 23, 1960. The 1941 Regu
lations were declared valid again. The 
Province of Buenos Aires did not return 
to its old Food Regulations but en
acted new ones in 1963 (August 16, 
1963); these regulations were later re-

vised through Prov. Decree 7414, Au
gust 10, 1967. Other jurisdictions enacted 
brand new regulations.

18 Efforts were channeled through the 
Argentine Industrial Association, which 
gathered a cross section membership of 
the food industry. A National Conven
tion of Bromatology met in April 1964, 
and pursuant to its recommendation a 
legislative committee was organized. 
The draft it submitted to the Federal 
Executive in 1965 was never approved. 
It consisted of a Federal Act which 
only regulated the administrative aspects ; 
standards of identity were left to an 
ancillary Bromatopeia which would be 
agreed upon by the local jurisdictions. 
The approach was analogous to the 
one tha t had been taken with respect 
to the extant Argentine Pharmacopeia, 
the rationale being that technical rules 
need not be pushed through at a sub
stantive legislation level.
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The effort was not to be successful, though. The year 1966 brought 
ano th er m ilitary  take-over, and yet ano ther constitu tional change. T he 
S ta tu te  of th e  R evolution m ade th e  C onstitu tion  a charter of condi
tional valid ity , dependent on th e  discretion of th e  de facto au th o ri
ties. L egisla tive  pow ers w ere concentrated  in the  F ederal Executive.

T he ensu in g  governm ent rem ained in pow er un til M ay 1973, at 
which date th e  orig inal C onstitu tion  w as once again  reinstated . In  
the in terregnum  a substan tia l am ount of legislation was approved, 
includ ing  th e  A rgen tine  Food Code.20

1.4. The Argentine Food Code
T he code w as born w ith  a double constitutional defect :

(a) F irs t, it o rig inated  in a de facto government, and hence 
was a de facto law. H ow ever, constitu tional doctrine in A rgen
tina  is peaceful in the sense th a t de facto law is valid unless ex
pressly  repealed by the succeeding constitu tional leg islature. The 
vice is th us sub ject to  autom atic  cure upon re in sta tem en t of the  
constitu tional governm ent. T he risk of repeal at th is stage is as 
g rea t as in the  case of any  o ther valid law.

(b) Second, it violated the pow er d istribu tion  set forth  in 
the C onstitu tion , since it pu rported  to apply th ro u g h o u t the na
tional te rrito ry  in d isregard  of local ju risd ictions. I t  is doubtful 
th a t th is vice can be cured in the m ode described in the previous 
paragraph . T he  defect, obviously substan tive, continues to taint 
the Code, and m akes it vu lnerab le to a ttack  by private  parties or 
local governm ental units.
To our know ledge, private  parties have no t so far questioned the 

constitu tional valid ity  of the  Code. Local governm ents, instead, have 
not been en tire ly  acquiescent.

T he reg istra tion  system  devised by the  Code called for a single 
reg istra tion  per p roduct.21 Such reg istra tion , though filed w ith  the 
local au tho rities w ith  ju risd ic tion  over the place of production  a n d /o r  
m anufacture, w ould have g ran ted  righ ts  of circulation and m arketing  
th ro u g h o u t the country , for it w as based upon a pa tte rn  of autom atic  
relay of in form ation and of m ultip le feedback to all local reg isters 
for due annotation . * 2126

20 Law 18284 (July 18, 1969/Boletin 21 See Section 2.6 on page 561.Oficial, September 20, 1971). Decree
2126 (June 30, 1971/Boletin Oficial,
September 20, 1971).
PAGE 5 5 0  FOOD DRUG COSMETIC LAW JOURNAL----OCTOBER, 1 9 7 6



T he system  has never been effective because of a failure in the 
organizational sub stra tum . T he  resu lt is th a t a food m anufacturer 
p lann ing  extensive m ark etin g  (w hich will a lm ost alw ays be th e  case) 
is presen tly  com pelled to  seek reg istra tion  w ith  each and every local 
reg ister and w ith  th e  federal au tho rities  as well, though  in m ost cases, 
once a reg istra tio n  has been obtained, the procedure will be to  subm it 
evidence of p rio r reg istra tion . S ubsequen t reg istra tions w ill tend  to 
be m in isterial acts. R eg istra tion  w ith  th e  federal au thorities is always 
essential, since o therw ise the product will not be qualified for in te r
provincial m arketing .

T he breakdow n of the  centralized  reg istra tion  system  has tr ig 
gered a resurgence of local adm in istra tive  provisions, in m ore or less 
extrem e fashion.

T he province of San ta  F e has chosen to  “adop t” the Code, th u s  
transfo rm ing  it in to  local law .22 T he adop ting  legislation, fu rth e r
more, provides for th e  supp lem en tary  valid ity  of th e  B rom ato logical 
R egulations of 1941, and requires full com pliance w ith local adm inis
tra tiv e  procedure.

T he  province of B uenos A ires, w ith ou t express legislation in that 
sense, has consisten tly  held th a t the  Food R egulations of 1967 are 
supplem entary , and on ly  accepts applications for reg istra tion  if filed 
according tc provincial ru les and in provincial forms.

A sim ilar stance has been taken  recently  by the  m unicipality  of 
Buenos Aires, though  no prio r B rom atopeia is, in th is case, vindicated.

A w kw ard ly  enough, all th ree  ju risd ictions pretend th a t the effects 
of registration regulated in the  Code as app urten an t to  the  procedure 
therein, a ttach  likew ise to reg istra tion s g ran ted  pu rsu an t to  the  local 
rules, so th a t approved products are to  be allow ed to circulate and 
be m arketed th ro ug hou t the  country . Such selective question ing  of 
the Code seem s to  indicate th a t local d issatisfaction only exists a t a 
sheer bu reaucratic  level.

22 Provincial Law 6884 (December 
13. 1972/Boletin Oficial, December 18,
1972).
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Section 2. The Federal Food Code
2.1. Scope of the Argentine Food Code

L aw  18284 and  its regu la to ry  Decree, declared effective th ro u g h 
out the  A rgen tine  te rrito ry , the  hygienic-sanitary , brom atological 
and com m odity identification provisions of the R eglam ento Alimen
tario  Nacional. (D ecree 141/53.)23 P u rsu an t to  specific pow ers granted 
therein, the F ederal E xecutive proceeded to review  and slightly  am end 
the tex t of the R eglam ento. T his accounts for the  tim e lapse between 
th e  enactm ent of th e  above-stated  Law  and Decree, and the  publica
tion (and, hence, effectiveness) of the A rgen tine  Food Code. T h ro u g h 
ou t th is paper, we will reserve the  nam e Food Code to  the enacted 
B rom atopeia, th a t is to  say the provisions of the old Reglamento Ali
m entario  Nacional. W hen reference is m ade to  cover L aw  18284 or 
R egu la to ry  Decree 2126/71, such reference w ill be express. Since all 
th ree sets of rules s ta r t from  A rticle  1, th is  term ino logy will avoid 
confusion.

A t the ou tset, it m ust be no ted  th a t the  sem antic d istinction  of 
th ree  types of provisions w ith in the approved old R eglam ento 
(hygien ic-san itary , brom atological, and com m odity identification) 
serves no legislative purpose. In fact, there are provisions of a dif
feren t type which have, nonetheless, been enacted (i.e. those adm inis
tra tive  provisions of A rticles 1 th rough  17 of the Code) and there are 
provisions of the  types m entioned w hich have no t been enacted (i.e. 
those regu la tin g  articles of daily use).

T he Code defines as food “all substances or m ix tures of sub
stances— w hether na tu ra l or processed—th a t w hen ingested by m an 
b rin g  to the organism  the m ateria ls and energy needed for the 
developm ent of biological processes. T he w ord ‘food’ includes, like
wise, all substances o r m ix tures of substances ingested because of 
habit, custom  or as coadjuvants, w hether they  have nu tritional value 
or n o t.’’ (A rticle  6, paragraph  2 of th e  B rom atopeia .)24

23 Law 18284 (July 18, 1969/Boletln
Oficial, July 28, 1969), enacting the 
provisions of Decree 141/53 (Bromato
peia); Regulatory Decree 2126 (June 
30. 1971/Bo'.etin Oficial, September 20, 
1971); Argentine Food Code, com
prising Law 18284, Regulatory Decree 
2126, and the Bromatopeia itself (Bo
letín Oficial, September 20, 1971). Date 
of effectiveness set forth therein: Sep
tember 29, 1971. As amended through 
Law 20668 (Boletín Oficial, May 15,

1974, with respect to Article 17 of 
Law 18284), and other Decrees of the 
Federal Executive and Resolutions of 
the Secretariat of Public Health cited 
as footnotes to the text when appro
priate.

24 For cross reference to other defini
tions: Reglamento Alimentario (Decree 
141/53), at Article 5, paragraph 2; 
Draft of Federal Food Act (1965) at 
Article 3, point 1; Buenos Aires Food 

(Continued on next page.)
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T he definition has followed the p a tte rn  of the so-called “legal 
definitions,” w hich include not only nu trim en ts  proper bu t all o ther 
substances destined for hum an ingestion.

The provisions of the Code apply to all substances that fit within 
the broad definition set forth  above, save for cases of express applica
tion of different laws and regulations (i.e., L aw  on W ines).

T he legal provisions are no t clear, how ever, on w hether all food
stuffs m ust com ply w ith the  adm in istra tive  requirem en t of prior 
approval and registration . T he language of A rticle 2 of the  B rom ato- 
peia is sweeping enough to cover all foodstuffs and their raw materials.

It does not seem sound, though, to  indiscrim inately  apply the 
complex reg istra tion  system  to na tu ra l or fresh food sold by w eight 
or o ther m easurem ent, and involving no industria l process or pack
aging. In  th is sense, A rticle 3 of D ecree 2126/71 seem s to suggest 
th a t only packaged food (usually  identified by a tradem ark) which 
has been subject to som e form  of industria l processing (packag ing  
is one of them ) m ust com ply w ith  p rio r reg istra tion  requirem ents.25 
A dm inistra tive practice is consisten t w ith such in terp reta tion .

Inasm uch as th e  B rom atopeia estab lishes stan dards of iden tity  
for foodstuffs, all foodstuffs seeking approval m ust com ply w ith  such 
standards. T his poses a question  on the  s ta tu s  of nonstandardized 
foodstuffs. T he application of the C onstitu tional principle th a t “no 
inhab itan t will be obliged to  do w hat the law  does not com m and, 
nor deprived from doing w h at the law  does no t forbid ,”26 w ould m ake 
all nonstandard ized  products and th e ir  m anufacturing , legal per se. 
A B rom atopeia implies, how ever, the  inversion of th a t legal p rin 
ciple : T he in hab itan ts  are only allowed to  do w hat the  law defines 
as perm issible. (T h is  inversion is m ore clear in the  so-called “posi
tive list of food add itives” w hich we will exam ine below.)

N o tw ith stand in g  the above, i t  w ould not be fair to  forbid a priori 
all no nstandard ized  foodstuffs, and, thus, A rticle 3 of th e  B rom ato
peia p ro v id es : “E very  processed foodstuff not defined in th e  p resen t 
Code, m ight be sub ject to  approval by the  corresponding H ea lth  
A uthority , provided th a t its raw  m aterials, processing techniques, 
brom atological qualities, packaging  and labeling, m eet the  conditions
(Footnote 24 continued.)
Regulations (1963—67), at Article 10; 
Bromatological Regulations of Santa 
Fe (1941—48), at Article 7; Codex Ali- 
mentarius Sudamericano (1930), at Ar
ticle 1; and Latin American Food Code 
(1959), at Article 5, point 3.

25 Regulatory Decree 2126/71, at Ar
ticle 3, paragraphs (c), (e), (i), (j) 
and (k). Food Regulations of the prov
ince of Buenos Aires (1967), at A r
ticle 2.

26 National Constitution, Article 19.
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set forth  in th is Code.” W hich  m eans th a t a case-by-case approval 
(and reg istra tion ) of nonstandard ized  foodstuffs is possible.

2.2. Food Additives
T he legal definition of food additives, like the  legal definition 

of foodstuffs, bears little  resem blance to  the chem ical definition.27
T he A rgen tine  Food Code has a general definition of food addi

t iv e s : “ (A ')ny substance or m ix ture of substances th a t directly  or 
indirectly  m odify th e  physical, chem ical or biological characteristics 
of foodstuffs, for purposes of im provem ent, preservation , or stab iliza
tion, provided t h a t :

(a) they are innocuous as such or in th e ir effect as additives 
under the  conditions of in tended u s e ;

(b) th e ir  use is justified by technological, san itary , n u tr i
m ental or psychosensorial re a so n s ;

(c) they  com ply w ith the  requirem ents of denom ination and 
pu rity  estab lished by the  Code.”28
Such general definition encom passes food additives proper leg

islated in T itle  X V III  of the Code and various substances included 
in T itle  X V I on corrective and coadjuvant agents, as follow s:

( I )  Bitter substances:29 Substances of this type with certain contents 
are generally prohibited and several others are expressly admitted. N oth
ing is said as to additions to the list of adm itted  substances, though 
it m ight be assum ed th a t the F ederal H ea lth  A u th o rity  is empowered 
to am end such list (and a fortiori to  case-by-case approvals).

( I I )  Foaming agents:30 As in the previous instance, there  is a 
general adm ission of som e types and a general p roh ib ition  of others. 
T here  is no actual list.

27 A generally admitted definition of 
food additives (intentional food addi
tives) reads: “A ¡food additive is a
substance, or mixture or substances, 
other than a basic foodstuff, which is 
present in food as a result of any 
aspect of production, storage, or pack
aging. The term does not include chance 
contaminants.” (Food Protection Com
mittee (1959), Principles and Proce
dures for evaluating ¡the safety of food
additives (NAS-NRC Publ. No. 750, 
Washington, D. C .)). Such a definition

obviously exceeds the subject matter 
scope of this section of the article.

28 Argentine Food Code, Article 6, paragraph 3.
-"Ibid. Article 1292 and following: 

"(X )on deleterious vegetables, or their 
extracts, or active ingredients, to which 
aperitif quabties are attributed.”

3(1 Ibid. Article 1295 and following. 
Definition in Article 1295 reads: “(T)hose 
causing the formation of a permanent 
foam.”
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( I l l )  Aromatic-flavoring agents:31 A rom atic flavoring agents are 
subdivided in to :

(a) na tu ra l essences or essential oils;
(b) e x tra c ts ;
(c) balsam s, oil resins and oil-gum  resins ;
(d) chem ical com pounds from  essential oils or e x tra c ts ; and
(e) syn thetic  or artificial chem ical flavoring or arom atic 

com pounds.
Natural essences or essential oils, are defined, and a list of 

those adm itted  for use is included.32 T he F ederal H ea lth  A u
th o rity  m ay am end the  list.

Extracts are also defined, and a list of perm itted  ex trac ts  is 
included.33 L ikew ise, the  F ederal H ealth  A u th o rity  m ay am end 
the  list.

Balsams, oil resins and oil-gum resins are m erely defined.
Chemical compounds from essential oils or extracts are defined, 

and a list of perm itted  com pounds is included.34 N o th ing  is said 
as to am endm ent of the lis t; it is understood th a t the F ederal 
H ea lth  A u th o rity  m ay am end it.

Synthetic or artificial chemical flavoring or aromatic compounds 
are enum erated  in th e ir  specific Code section, but, th e ir individual 
stan dards of id en tity  are regu la ted  in the list of food additives

31 Ibid. Article 1298. The definition 
therein reads: “ (P)reparation contain
ing the flavoring or aromatic principles 
of a plant or part of it and the artificial 
substances of allowed use, able of acting 
upon the senses of smell and taste, 
lending to or reinforcing in a foodstuff 
its flavor or aromatic characteristics.”

32 Ibid. Article 1300. An essential oil 
is defined therein as “the volatile prod
uct of vegetable source obtained through 
an adequate process.” The list of per
mitted essential oils is included in the 
very same article, and has been amended 
through :

Secretariat of Public Health, Resolu
tion 1017 (Boletín del día. Ministry 
of Social Welfare, April 6, 1972);

Ibid. Resolution 5210 (Boletín del 
día, Ministry of Social Welfare, De
cember 29, 1972).

Both Resolutions have increased the 
total number of permitted essential oils 
to 47. (Numbers 38.1; 2.1; 12.1; 36.1; 
37.1; 39.1 and 39.2 have been added to 
the list.)

33 Ibid. Article 1306 defines extracts 
thus: “ ('P)roducts obtained through 
hot or cold draining by means of an 
adequate process from: either vege
tables or parts of vegetables containing 
flavoring-aromatic substances, or essen
tial oils, or balsams, or oil resins and 
oil-gum resins, utilizing appropriate 
dissolvers which might or might not 
be eliminated.” The list of permitted 
extracts is spelled out in Article 1307 
and comprises seven items.

31 Ibid. Article 1308 defines them as 
“products obtained through exudation, 
either free or caused by the use of 
certain vegetable species.”
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proper, in which they  are form ally included.35 * T he F ederal
H ea lth  A u th o rity  m ay am end the  list.
( IV )  Coloring agents: C oloring agen ts are no t defined. T here  is 

a general proh ib ition of use for certain  coloring agen ts con ta in ing  
p articu lar substances, and a list of perm itted  coloring agen ts.86 T hese  
substances m ust com ply w ith  the  requirem ents of quality  and p u rity  
of the T itle  on food additives proper and w ith  the  “R ules on iden tity  
and pu rity  of food add itives” prepared by the Food and A g ricu ltu re  
O rgan ization  and W o rld  H ea lth  O rgan ization  (F A O /W H O ). T he 
Code does not specifically em pow er the  F ederal H ea lth  A u th ority  
to  am end the  list, b u t perm its a case-by-case approval of non-listed 
agen ts.37 I t  has been generally  understood, though, th a t the H ea lth  
A u th o rity  has th a t power.

(V ) Food additives proper: T he  re st of food additives—prop er ac
cording to  th e  term ino logy of th e  Food Code, b u t a residu ary  cate
gory  according to a functional classification—are dealt w ith  in Title 
X V III , A rticle  1391 and following.

T he definition w ith in  th a t  T itle  adds tw o requisites to  the  gen
eral definition quoted above, nam ely t h a t : (i) the  substances m ust 
be included in the positive list ( A rticle 1398) ; and (ii) they  m ust 
be used only in the  p reparation  of those foodstuffs for which they  
have been authorized.

P rovided th a t  they  com ply w ith th e  stan dards in the  Code, 
food add itives m ay be added to  food for purposes of m ain tain ing  or 
im proving its nu trition a l value, increasing its stab ility  or p reserva
tion , increasing  consum ers’ acceptance of an o therw ise unappealing  
foodstuff, or allow ing production  in term s of econom ies of scale and 
du rab ility .38

Conversely, th ey  m ay not be used for purposes of h id ing defec
tive m anufac tu ring  processes, decreasing the nu tritional value of 
foodstuffs, replacing feasible a lternative  techniques or deceiving the 
consum er.39

35 Ibid. Article 1311 contains no defi
nition. There is an enumeration, though,
which is duplicated in Article 1398 on
food additives proper. (As amended 
by Resolution 5210 of the Secretariat 
of Public Plealth, cited in footnote 32 
supra; and by Resolution of the same 
authority, No. 655, Boletín del día, 
Ministry of Social Welfare, May 3,1974.)

30 The list is included in Article 1324 
of the Code. (As. amended through 
Resolution of the Secretariat of Public 
Health No. 1017, cited in footnote 32 
supra.) The list contains the standards 
of identity, and these agents are not listed 
with food additives proper in Article 1398.

37 Ibid. Article 1327.
38 Ibid. Article 1392.
33 Ibid. Article 1393.
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T he positive list of food additives is included in A rticle 1398 
of the Code, and p resen tly  covers som e 187 au thorized  substances.40

T he Code refers in A rticle  1399 to the  follow ing sources of in
form ation for purposes of laborato ry  analysis of food additives and 
verification of th e ir  proper com p osition : (i) Food Chem icals Codex 
(W ash ing ton  1966 and subsequen t editions) ; (ii) F A O /W H O  R ules 
on id en tity  and pu rity  of food additives (Rom e, 1963); and (iii) 
A rgen tine  N ational P harm acopeia (1966).

T he F ederal H ea lth  A u th o rity  is em pow ered to am end the list 
of A rticle 1398.41

O ne of the m ost con troversial issues involving the substan tive  
provisions of the  B rom atopeia concerned B rom inated V egetab le Oils 
(orig inally  regulated  as an accepted stab ilizer in No. 1 of the posi
tive list). T he am ount of th e ir  perm itted  use in soft drinks w as re
duced to 17 p arts  per m illion on grounds of consum er safe ty.42 A 
90-day term  w as set for the m anufacturers to subm it th e ir  new  for
m ulae to  the authorities. Since the new lim it proved to be too low, 
and replacem ent by essential oils (as sponsored by the au tho rities) 
no t alw ays feasible, the  orig inal deadline was sub ject to  an ex ten 
sion. E ventually , the extension e x p ire d ; th us the  lim itation  rem ains 
valid and m ust be com plied w ith by all those concerned.

Food additives of any of the five classes enum erated  above m ay 
on ly  be used in the  am ounts a n d /o r  percen tages determ ined in th e  
stan dards of iden tity  se t for each and every foodstuff.43 I t  will not 
suffice for an additive to  be listed w ithou t m ore, b u t it m ust be 
specifically perm itted  for the  foodstuff in which it will be used.

R egard ing  labeling  provisions, add itives are sub ject to dissim i
lar re q u irem en ts :

40 Ibid. Article 1398, amended as fol
lows:

Resolutions by the Secretariat of 
Public Health—No. 1017 (cited in foot
note 32 supra); No. 655 (cited in foot
note 35 supra); No. 52 (Boletín del día, 
Ministry of Social Welfare, January 
12, 1973); No. 2227 (Boletín del día, 
Ministry of Social Welfare, Mav 22, 
1973).

Decree by the Federal Executive, 
No. 444 (February 6, 1974/Boletin 
Oficial, February 11, 1974).

41 Ibid. Article 1400.
42 Decree 444, Federal Executive.

Cited in footnote 40 supra.
FOOD LAW OF ARGENTINA

43 Argentine Food Code, Article 8 
reads: “ It is hereby prohibited to add 
to foodstuffs, substances or ingredients 
(additives) which are not expressly 
and ill each case admitted by the pres- 
sent Code.” (Emphasis supplied.) 
“They may be added at the time of 
manufacture or preparation, of the 
foodstuff, in the proportion that may 
be necessary for the intended or per
mitted purpose, but they may not be 
added later on, for purposes of hiding, 
minimizing or correcting deficiencies 
in manufacture, handling or preserva
tion.”
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( I)  Food additives proper (A rticle 1391 and follow ing) 
are sub ject to  a m ere functional disclosure, nam ely a broad 
reference to the  function as classified in the Code i. e., stabilizer, 
p reservative, etc.). (N o specific m ention of the particu lar addi
tive  is necessary.) T he general sta tem en t, how ever, im plies the  
responsib ility  of the m anufacturer for hav ing  used only an au
thorized  additive, w ith in the authorized  lim its or proportions, 
and in the au thorized  products as established in the correspond
ing standards of iden tity .44

( I I )  A rom atic-flavoring agen ts seem to be sub ject to  specific 
declaration of the additive used, though  it can be argued  th a t 
such requirem ent applies to  the sale of the additives them selves, 
and th us to  the corresponding containers, and not to  the sale 
of a foodstuff con tain ing the additive.45

2.3. Articles of Daily Use
W hen reorganiz ing  the provisions of the R eglam ento A lim en

tario  for purposes of its enactm ent as a B rom atopeia effective through
ou t the country , the  Federal E xecutive elim inated T itle  X X  of the  
old body of regulations, which dealt w ith articles of daily use. (T hese 
included sta tionery , dom estic fuels, disinfectants, deodorants, germ i
cides, insecticides, fungicides, ra t poisions, soaps and detergen ts, toys 
and school equipm ent, to ilet products, cosm etic and m ake-up products, 
products for polishing, cleaning and dyeing m etals, fu rn itu res, leather, 
etc., candles and industrial poisons.)

T hough  no t destined for hum an ingestion, and hence no t within 
the  definition of foodstuffs, it is obvious th a t such articles are in 
d irect and close con tact w ith users, and they  m ight prove to  be 
hazardous th rough  invo lun tary  ingestion  or con tam ination  by som e 
of the substances en tering  into their com position.

T he gap in the new legislation caused the  passing  of D ecree 
1986 (M ay, 1970), which declared effective all non-food provisions 
of the  old R eglam ento  A lim entario w hile the S ecretaria t of Public 
H ea lth  w as d raftin g  a new law on the m atter.

Since such draft has never been com pleted, the “ tem porary  
prov isions” of said D ecree continue to be effective, bu t lim ited to 
federal te rrito ria l jurisdiction . Local au tho rities cu rren tly  apply local 
rules ( th a t is. Province of Buenos Aires. D ecree of 1965).

“ fbid. Article 1396. ti'-dcr foot-ote 40 supra), and Articles45 Ibid. Article 1315 fas amended by 1316 and 1318.
Decree 444/Federal Executive, cited
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2.4. Drugs and “ In Between" Substances
T he A rgen tine  legislation has trad itio nally  dealt w ith drugs in 

a separate  body of rules. T he standards of id en tity  are set forth  in 
the Pharm acopeia, w hose first edition  was released in 1898, and which 
is periodically revised by a P erm anen t Com m ittee.

F ederal adm in istra tive  control of tbe com position of drugs has 
been regulated  by L aw  16463 (1964), including approval and reg is
tra tion  of p roducts and laborato ries.40 T he law has an orthodox 
federal ju risd ic tion , th a t is to  say, it applies in cases of federal te r r i
to rial ju risd ic tion  and in cases w here in terprovincial com m erce is 
involved. O therw ise, local regu la tions prevail.

T he legislative s ta tu s  of “in be tw een” substances is debatable. 
T he definition of foodstuff to be found in the Food Code is broad 
enough to  cover every substance destined to  be ingested by hum an 
beings. T he distinctive criterion has to  be sough t then  in the  defini
tion of d rug  or m edicine w ith in  L aw  16643. In  its la s t analysis, such 
definition regards as a d rug  “every product used or applied in hum an 
m edicine.” T he tau to logy , in fact, leaves the actual classification to  
case-by-case adm inistra tive  decisions.

In  general, the  question of w hether a p roduct is used or applied 
to hum an m edicine m ay be answ ered from  tw o different s ta n d p o in ts :
(i) a subjective one, th a t w ould regard  as m aterial the  avow ed in ten 
tion  of the m anufacturer, and hence, all products th a t claim th e ra 
peu tic qualities w ould be deem ed drugs and w ould require approval 
by the corresponding authorities as such; and (ii) an objective one, that 
w ould regard  as m aterial the general past and presen t usage of th e  
product or substance.

I t  is clear th a t in case therapeu tic  qualities are claimed by th e  
m anufacturer, the  product will be considered as m edicine or d ru g  
for purposes of denial of approval and reg istra tion  by th e  H ealth  
A uthorities. (See A rticle 235 of the  Food Code.) B ut th is ru le  of 
thum b proves particu larly  feeble in view  of the fact th a t the  corre
sponding d rug  au tho rities  m ay anyhow deny reg istra tion  of the  product 
as a drug. In  addition, there m ight be products which do not claim 
therapeu tic  qualities, b u t which are in fact drugs generally  used in 
hum an medicine.

T he rule serves one purpose, though, and th a t is the protection  
of the  consum er against unfair com m ercial practices. In fact, in an *

*6 Larw 16463 (July 23, 1964/Boletin Decree 5883 (August 4, 1964/Boletin 
Oficial, August 8, 1964); Regulatory Oficial, August 11, 1964).
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adm in istra tive  decision regard ing  therapeu tic  teas (cam om ile, etc.), 
the  declarations th a t the m anufactu rer effected th rough  advertising , 
etc., were deemed material, and registration as a food product was denied.

T he query rem ains unansw ered, however, as to  w hat w ould be 
the  outcom e of denial of reg istra tion  both as a drug and as a foodstuff.

2 . 5 .  Foodstuffs and Drugs for Animals

T he A rgen tine  Food Code does no t cover foodstuffs or drugs 
for anim als. T he definition of “food” in the Code (A rticle 6, paragraph  
2) is explicitly qualified by the  phrase “destined for hum an consum p
tio n .” T hus, the regulation  of p roducts in tended for consum ption by 
animals is to be found in the unsystematic pattern of various other norms :

(i) D ecree 7845 (O ctober 18, 1964), as regula ted  by R esolu
tion  o: the Secretariat of A g ricu ltu re  No. 1156 (N ovem ber 3, 
1965).

I t  defines as anim al foodstuffs “all products, w hether con
cen tra ted  or not. raw  m aterials an d /o r  their m ixtures, industrial 
products and sub-products w hether of vegetable or anim al source, 
m ineral and vitam in supplem ents, and any o ther additive p re
pared  and m arketed  for consum ption by the anim al o rgan ism .” 
Such a definition hinges upon the com m ercial in ten tion  attached 
to  the  foodstuff, and hence only refers to the feeding of cattle, 
po u ltry  and o ther com m ercially exploited species.

Foodstuffs for anim als th u s  defined are sub ject to  prio r ap
proval by the proper au thorities and so are the respective m anu
facturers. The au th o rity  hav ing  the ju risd iction  over foodstuffs 
for anim als is the D irección General de Producción y Fomento 
G anadero (D irec to ra te  for the ca ttle  in d u stry ), subordinate to 
th e  S ecre taria t of A griculture. W hen seeking approval, the manu
fac tu rer m ust subm it a chem ical analysis of the foodstuff and a 
listing  of the raw  m aterials used. T he num ber of the gran ted  
approval, as well as the  analytical com position of the product, 
its destination , the in structions for use, m ust be stated  on the 
labels. T he D irecto rate  is em pow ered to inspect p lan ts and col
lect sam ples in order to verify com pliance w ith the regulations. 
In  case of violations, the S ecretaria t of A griculture m ay im pose 
fines and seize in fring ing  m erchandise.

(ii) L aw  17259 (M ay 2, 1967) as regulated  by D ecree 4277 
(June 12, 1967).
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I t provides for the m andato ry  addition  of po tassium  iodine 
to salt destined to  hum an o r anim al ingestion, as a m easure to 
p reven t certain  endem ic illnesses.

(iii) L aw  3959 on A nim al S an ita tion  (N ovem ber 1900) as 
am ended by L aw  17160 (F eb ru a ry  2, 1967/Boletin Oficial Febru
ary  15, 1967).

I t regu la tes the  inspection of products, subproducts and 
derivatives of anim al source. Both norm s, exam ined elsew here 
in th is  paper (see Section 4.2 below ) contain incidental references 
to hygienic and brom atological stan dards applicable to food
stuffs for anim als. T h a t is also the case w ith L aw s 18073 and 
18796 on pesticides.

(iv) L aw  13636 (Sep tem ber 30, 1949) as regula ted  by D e
cree 583 (Jan u a ry  31, 1967).

T his is the  body of law  govern ing  the  sub ject of veterinary 
drugs, th a t is to  say, drugs in tended for cure of anim al illnesses. 
I t provides th a t the “ im portation , exportation , m anufacture, 
possession, d istribu tion  a n d /o r  sale of products destined for 
diagnosis, prevention  and trea tm en t of anim al illnesses, are sub
ject to the contro l of the Secretaria t of A gricu ltu re .” Such con
trol is perform ed th rough  the  “Servicio de L uchas S an ita rias” 
(S E L S A ), an agency subord inate to the S ecretariat.

All m anufacturers of d rugs for anim als m ust ob tain  a p rio r 
reg istra tion  from  the au th o rity  and each one of th e ir  p lants 
m ust be au thorized  to operate. T he approval of the individual 
p roducts is sub ject to the follow ing procedure: F irs t the  m anu
fac tu rer will be given a provisional reg istra tion  certificate, and 
la ter a definitive one. The provisional certificate enables the 
m anufac tu rer to  m arket the  product. In the  m eantim e, the con
tro l au th o rity  will conduct the  relevant tests  and analyses. T he 
definitive certificates au tho riz ing  anim al drugs have a valid ity  
of 10 years and are sub ject to renewal.

A nim al drugs m ust be sold in proper containers bearing  
proper labeling. T he control au th o rity  is em pow ered to inspect 
m anufactu ring  p lan ts and m ay im pose fines in case of violations.

2.6. Amendment Procedure
T he A rgen tine Food Code, as any o ther law, can only be amended 

by ano ther law of Congress.
I t  is readily  obvious th a t such a procedure of am endm ent, if fol

lowed in all cases, w ould prove to  be excessively cum bersom e to keep
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an eminently technical body of rules updated— rules whose legal fluidity is 
in d irect relationsh ip  w ith  the fluidity of scientific and technological 
im provem ents.

T hus, A rticle 20 of L aw  18384 sta tes  th a t the “F ederal E xecu
tive will keep updated  the technical provisions of the A rgen tine 
Food Code. . . .”

T here  can be some foreseeable quibbling  regard in g  the m eaning 
of the  phrase “technical prov isions.” T he literal in terp re ta tion  would 
understand  them  as referring  to  all the  provisions in the B rom atopeia 
save for the  adm in istra tive  provisions, b rom ato logy being the  techn i
cal field involved. T his w ould have the seem ingly paradoxical effect 
of requ iring  a law  of Congress to  am end provisions dealing w ith  the  
adm in istra tive  procedure in case of in fringem ents of th e  Code, or 
w ith  the  system  of reg istra tion  of foodstuffs and estab lishm ents 
which are adm itted ly  less im p ortan t than  the substan tive  provision 
of the Code.

T he F ederal E xecutive has been g ran ted  pow ers for the o rgan i
zation  of qualified T ask  G roups to study  and recom m end am endm ents 
to the  articles of the  Code. T hose pow ers are d iscretional.47

T he organ ization  of the T ask G roups has been dealt w ith through 
a R esolution of the F ederal Secretaria t of Public H ealth  (A pril, 1973) 
w hich secures p roper in terven tion  of rep resen ta tives of the Provinces 
of Buenos A ires and Santa Fe, the tw o m ain food law  jurisd ictions, 
and of un iversity  scholars.48

M ore specifically, there  are som e cases in which the  B rom atopeia 
has regula ted  a still sim pler procedure of am endm ent. T he list of 
food additives of A rticle 1398 can be am ended th rough  resolution 
of the  A dm inistra tive  A gency, nam ely th e  F ederal Secretaria t of 
Public Plealth (A rticle  1400). T he sam e stream lined procedure is 
con tem plated in case of arom atic  substances w ith in  the broad title  
on correctives and coad juvan ts (A rticle  1300), and, for all practical 
purposes for coloring agents (though  the language, in th is case, seems 
to refer m ore to a case-by-case approval of non-listed coloring agen ts 
than  to an en largem ent of the  list).

47 Provincial Law 6884 (cited in foot- 48 Resolution 177 by the Secretariat
note 22 supra) provided that any amend- of Public Health (April 17, 1973/Bole- 
ment ito the Argentine Food Code re- tin del dia, Ministry of Social Welfare, 
quired the intervention of the pro- May 31, 1973). 
vincial authorities. This interpretation 
runs counter to the text of the Code.
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E ven tually , it becam e evident th a t the  pow er g ran ted  to the 
F ederal S ecre taria t of P ublic  H ea lth  to  am end the  list of additives 
of A rticle 1398 w as ra th e r narrow . W hile th e  A gency w as en titled  to 
change the list of perm itted  additives in general, it was no t allow ed 
to  effect consisten t changes in the particu la r articles defining s tan 
dards of id en tity  w hich contained any of the additives of th e  afore
said list. (F o r th is last purpose, a decree by the  F ederal E xecutive 
w as needed.)

To solve th a t problem , D ecree 44449 has au thorized  the F ederal 
S ecre taria t of P ublic  H ea lth  to  in troduce am endm ents to  any of the 
articles of the  Code w hen and insofar as a food additive is involved.

2.7. The Registration System
2.7.1. R e g i s t r a t i o n  o f  F o o d s t u f f s

All foodstuffs50 m ust be reg istered  w ith the  corresponding Health 
A uthorities before com m encem ent of m anufacture, p roduction  or sub
division activ ities.51 Such reg istra tion  im plies approval and, hence, 
com pliance w ith the requirem ents set forth  in the Argentine Food Code.

T he corresponding au tho rities are those w ith ju risd ic tion  over 
the place w here the  foodstuff is m anufactured , produced or subdi
vided, th a t is to  say, the m anu fac tu ring  p lan t.52 If there  are several 
m anu fac tu ring  p lants, or else, locations of p roduction  or subdivision, 
the  applicant m ay select any of the corresponding ju risd ic tions to  
apply  for the  reg istra tion  of the foodstuff, provided th a t he m entions, 
in the application, th e  existence of the o ther p lants, etc.

T here  are th ree  possible au tho rities w ith which the  application 
for reg istra tion  of a foodstuff m igh t be filed :

(i) T he Federal H ea lth  A u th o rity  (S ecre taria t of Public 
H ea lth ) ;53

(ii) T he Provincial H ea lth  A uthorities ;
(in ) T he M unicipal H ea lth  A uthorities of the  F ederal D is

tr ic t of the Capital C ity (B uenos A ires).
O rig inal reg istra tion  will be effected, in m ost cases, by the  la tte r 

tw o authorities, since federal te rrito ria l ju risd ic tion  is exceptional.
49 Decree 444, Federal Executive (as 

cited in .footnote 40 supra).
50 Such foodstuff should meet the

conditions set forth in the definitions
of Article 6 of the Code, and, further
more, be apt for registration in the
sense discussed in the preceding section.

51 Law 18284, Article 3. Regulatory 
Decree, Article 3, in fine. Code, Ar
ticle 2.

52 Regulatory Decree, Article 3.
53 Ibid. Article 2.
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as is the possibility  th a t a m anu fac tu ring  p lan t or o ther estab lish 
m ent be located therein.

T he  application m ust be filed by the person or en tity  hav ing 
title  to  the  foodstuff54 (w ho needs no t be the  ow ner of the m anu
fac tu rin g  p lan t or o th e r estab lishm ent).

T he w hole system  of reg istra tion  m ust be uniform . In  th a t sense, 
the  Law  and the R egulation  require :

(i) th a t the applications be filed on specific form s approved 
by the F ederal A u th o rity  ;55

(ii) th a t th e  F ederal A u th o rity  supervise the  reg isters run 
by th e  local au tho rities, w hich m ust follow the pa tte rn  set by 
the  Federal R eg ister.56
A ccord ing to  th e  le tte r of the Code, once a foodstuff has been 

reg istered  w ith  the  corresponding local au tho rities, th e  reg istra tion  
is com m unicated to the  F ederal R egister, w hich assigns, to th a t reg is
tra tion , a special num ber in its com puter system , and then  relays 
in form ation on the  reg istra tion  to  all o ther R eg isters in the  country.57

H ence, th e  m ain effect of the  reg istra tion  system  is th a t the 
foodstuff registered  w ith one ju risd ic tion  m ay be m arketed , tra n s 
ported  and sold throughout the country. (O nly  one reg istra tion  per 
product is req u ired .)58

T he control of the local H ealth  A u thorities over m anufactu ring  
p lan ts and o ther estab lishm ents located w ith in th e ir  ju risd iction , en
tails pa rticu la r consequences regard in g  the  federal reg istra tion  of a 
foodstuff, in case there  is m ore th an  one p lan t or establishm ent. 
T hose au tho rities  are entitled  to  verify  th a t  th e  p lan ts and o ther 
estab lishm ents are fit to  m anufacture, produce or subdivide the food- 
stuff as registered. If it w ere found th a t the p lan t or estab lishm ent is 
fit to m anufacture, produce or subdivide a foodstuff th a t differs 
from  the reg istered  foodstuff, an am endm ent to th e  orig inal reg is tra 
tion  w ould be involved, and, hence, th e  prio r approval by  the  original 
reg istra tion  au th o rity  w ould be needed.59

The reg istra tion  of the foodstuff does not, furtherm ore, affect the 
pow ers of on-the-spot verification by  the  local au tho rities of food
stuffs on the  m arket. T his task  usually  will be perform ed by the m u- * 65 * 67

54 Ibid. Article 3. 68 Law 18284, Article 3. Regulatory
65 Ibid. Article 3, in fine. Decree, Article 3.
56 Ibid. Articles 6 and 7. 59 Regulatory Decree, Article 3, in67 Ibid. Article 7. fine.
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nicipal au tho rities  w hich, save for the  M unicipality  of the C ity of 
Buenos Aires, are no t in charge of reg is tra tio n .60

2.7.2. R e - r e g i s t r a f i o n  o f  F o o d s t u f f s

T he B rom atopeia, enacted by L aw  18284, is no o ther than  the  
old R eglam ento A lim entario  N acional (D ecree 141/53). Hence, those 
foodstuffs reg istered  p u rsu an t to  the provisions of the  R eglam ento 
w ere gran ted  a special s ta tu s .61 T hey  could be re-reg istered  at sim ple 
request of the in terested  party , w ith ou t un dergo ing  the s tandard  
substantial analysis and approval to which the new foodstuffs are subject.

A term  of 60 days was in itia lly  set for re-reg istra tion  purposes, 
which, in tu rn , was successively extended th ro ug h  an E xecutive D e
cree and reso lu tions by the S ecre taria t.62 All term s have now  ex
pired, quite inconsequentially , in view  of the failure of the  system .

T he only condition for a foodstuff to qualify for re -reg istra tion  
w as th a t it should have been reg istered  pu rsu an t to  the  term s of the 
R eglam ento A lim entario. (D ecree 141/53.) Though neither the L aw  
nor the  regulation  deal w ith  the  problem , it m ust be assum ed th a t 
for re -reg istra tion  purposes it could not suffice th a t th e  ju risd iction  
w ith  which the original reg istra tion  w as filed had form ally adopted 
the R eglam ento a t som e poin t in tim e. It seem s necessary th a t the  
R eglam ento w as indeed effective w hen the  reg istra tion  w as g ran ted , 
and th a t such reg istra tion  w as g ran ted  p u rsu an t to  the  term s of the 
R eglam ento. T his, of course, entails the necessity of a careful con
sideration  of each re-reg istra tion  application.

R e-reg istra tion  applications had to  be filed w ith th e  au tho rities  
w ith  ju risd ic tion  over the p lan t o r o ther estab lishm ent w here the 
foodstuffs w ere m anufactured , produced or subdivided, and in the  case 
of several p lan ts, w ith each au th o rity  w ith  ju risd iction  over each 
p lan t.63 I t  is not clear w hy th e  single reg istra tion  system  provided 
for in case of new foodstuffs has not been followed.

60 Law 18284, Article 3.
01 Law 18284, Article 8. Regulatory- 

Decree, Article 8.
02 Regulatory Decree, Article 8. The 

power to extend the re-registration 
term  wals granted to the Ministry of 
Social Welfare, through Decree 897 
of the Federal Executive. (February
18, 1972/Published in Anales de Legis
lación Argentina, Rev Jur La Ley, 
1972 Volume at 413). The Ministry of

Social W elfare passed Resolution 1116 
(April 11, 1972/Boletin del día, Minis
try of Social Welfare, April 25, 1972) 
and Resolution 2097 (June 13, 1972/ 
Boletín del dia, Ministry of Social 
Welfare, July 3, 1972) extending the 
term to its final deadline of August 
30, 1972.

83 Law 18284, Article 8. Regulatory 
Decree, Article 8.
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T he procedure w as slightly  different in case the orig inal reg is
tra tion  had been gran ted  by the Federal A u thority , since, in th is 
instance, the re-reg istra tion  application had to be filed w ith  the  sam e 
au tho rity . T he F ederal A u th o rity  w ould com m unicate the re-reg is
tra tio n  of the  foodstuff to  each au th o rity  w ith  ju risd ic tion  over plants 
or other establishments and thus the single re-registration would suffice.04

2.7.3. R e g i s t r a t i o n  o f  F o o d s t u f f s  f o r  E x p o r t a t i o n  o r  Im p o r t a t i o n

R eg istra tion  and on-the-spot v e rif ic a tio n  of foodstuffs im ported 
or exported is reserved to  the  Federal A uthority . A special R egister 
will be carried for the  first purpose.05

Foodstuffs to  be im ported m ust m eet the  requirem en ts of the 
A rgentine Food Code. T he corresponding perm its of im portation  
m ust be applied for w ith  the Federal A uthorities, according to  regu
lations th a t provide for the subm itta l of the sam e inform ation re
quired for reg istra tion  of local foodstuffs. T he F ederal A u th o rity  
m ight deem prio r on-the-spot verification necessary, and the perm it 
will not be issued un til a laborato ry  analysis is carried out.

Foodstuffs to  be exported m ay e ither:
(i) m eet the  requirem ents of the Argentine Food Code; or
(iij fail to m eet those requirem ents, bu t (a) be especially 

au thorized by the Federal A u th o rities; (b) m eet th e  legal re
qu irem ents of the cou n try  of destination  ; (c) s ta te  the forego
ing in th e ir labels.
T he corresponding exportation  perm its will be issued by the 

F ederal A uthorities. E m ergency perm its for foodstuffs still un der
go ing laborato ry  analysis will be issued, conditional upon the final 
outcom e of such analysis.

2.7.4. R e g i s t r a t i o n  o f  M a n u f a c t u r i n g  P la n t s  a n d  O t h e r  E s t a b l i s h m e n t s

E very m anufac tu ring  p lant and estab lishm ent producing  or sub
dividing foodstuffs, m ust be reg istered  w ith  the local H ealth  A u
thorities w ith ju risd iction  over the  place of th e ir location. T hus, for 
a single product, there  will be as m any reg istra tion s as establishments.66

“  Ibid. This -provision, of course, ““ There is only a fleeting reference 
has never been applied for reasons ex- to a uniform centralized system for 
amined elsewhere. registration of establishments. See Law

Law 18284, Articles 4 and 7. Reg- 18284, Article 7. ulatory Decree, Article 4.
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E ach local reg istra tion  will be com m unicated to the Federal A u
th o rity , in the sam e w ay local reg istra tion s for foodstuffs are com
municated. The Federal Authority will carry the corresponding register.

T he tex t of the  B rom atopeia m igh t cause som e confusion in th is 
respect.67 I t  seem s to  require reg istra tion  under the  F ederal system  
of every type of estab lishm ent including com m ercial ou tlets. T his 
is not so. O nly estab lishm ents engaged in the m anufacture, produc
tion or subdivision of foodstuffs are sub ject to local reg istra tion  p u r
suan t to the federal regu lations, and have an en try  in the p ertinen t 
F ederal R egister.

Com m ercial ou tlets, sto rage facilities, and o ther estab lishm ents 
m ay be sub ject to  local au tho rization  and to  inspection by  th e  m u
nicipal au thorities as a m a tte r  of m unicipal law, b u t no t as a m atte r 
of F ederal Law .
2.8. Infringement of the Food Code

In fringem ents of the Food Code m ay be of tw o types :
(i) form al in fringem ents ; or
(ii) substan tive  infringem ents.

Form al in fringem ents will occur w henever particu la r foodstuffs 
or estab lishm ents have not been reg istered  w ith the corresponding 
H ea lth  A uthorities, irrespective of the fact th a t the  foodstuff m ight 
com ply w ith the s tan dards set forth  in the B rom atopeia.

S ubstan tive  in fringem ents will occur, on the  o ther hand, w hen
ever a p articu la r  foodstuff does no t com ply w ith the  stan dards or 
labeling requirem ents set fo rth  in the  B rom atopeia, irrespective of 
the fact th a t the  foodstuff o r th e  estab lishm ent m ight have been 
properly  registered .

A foodstuff th a t com plies in every respect w ith the provisions 
of the B rom atopeia will be regarded as “genuine or norm al.’’68 Con
versely, if it does not, it will be deem ed either “altered ,”69 “contam i-

07 Argentine Food Code, Articles 12 
through 16, inclusive.

68 Ibid. Article 6, paragraph 4. The 
definition reads: “ (O )ne which, com
plying with all the regulations, does 
not contain non authorized substances 
nor additives which might constitute 
an adulteration, and is marketed under 
the legal denomination and labeling, 
without statements, signs or drawings

that might deceive as to its source, 
nature or quality . . . .”

69 Ibid. Article 6, paragraph 5: “ (O)ne 
which, through natural causes derived 
from technological processing—be they 
physical, chemical or biological, acting 
separately or combined—has undergone 
a deterioration in its organoleptic char
acteristics Or in its intrinsic composi
tion, or in its nutritional values.”
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n a ted ,”70 “ad u lte ra ted ,”71 or “ falsified.”72 T he com m on elem ent of 
the  la tte r  four types is th e ir noncom pliance w ith  the  Code and, hence, 
the  existence of a substan tive  infringem ent.

T he determ ination  th a t an in fringem ent (w hether form al or sub
stan tiv e) exists, will usually  resu lt from  inspections carried o u t by 
the  H ea lth  A uthorities. T hough  inspection of re ta il ou tle ts  will be 
generally  a task  for the m unicipal au tho rities, and inspection of all 
k inds of estab lishm ents w ith in provincial ju risd ic tion  is generally  
w ith in  the  scope of action of the provincial au tho rities, th e  F ederal 
S ecre taria t of P ublic  H ea lth  is alw ays em pow ered to preem ptive ac
tio n 73 as regards all estab lishm ents th a t m anufacture, produce, dis
trib u te , subdivide, sto re or sell foodstuffs, wherever located.

T he procedure ou tlined for the carry ing  ou t of federal inspec
tions is concerned prim arily  w ith the  determ ination  th a t  th e  estab 
lishm ent and th e  foodstuffs m anufactured , sto red  or sold th ere in  
have been reg istered  (verification of w hether a form al in fringem ent 
ex ists). In  case of nonreg istered  products, the  federal inspectors are 
em pow ered to  seize them  and to ob tain  sam ples for labora to ry  
analysis.74 Such analysis, though, will not be m ateria l for purposes 
of estab lish ing  the existence of an in fringem ent in the  case of form al 
ones (no n reg istra tio n ). The analysis m ay prove, how ever, the  exis
tence of vio lations of the  B rom atopeia and o ther legal bodies (i. e., 
the  Penal Code).

F o r th e  m ost part, inspectors will be concerned w ith substan tive  
in fringem ents, e ither as they  regard  the  estab lishm ent involved, or 
the  foodstuffs m anufactured , produced, sto red  or sold therein.

70 Ibid. Article 6, paragraph 6: “ (O)ne 
which contains either:

(a) Living agents (virus, micro
organisms or parasites unsafe for 
human health), chemical, mineral or 
organic substances extraneous to its 
normal composition, irrespective of 
their being repulsive or toxic; or

(b) Natural toxic components in 
a higher ratio of concentration than 
the one allowed by regulations.”
71 Ibid. Article 6, paragraph 7: “ (O)ne

which has been totally or partially de
prived of its useful or characteristic
elements, whether (hey have been re
placed or not by other alien or inert 
substances; or to  which non authorized 
additives have been added, or which
PAGE 5 6 8

has been subject to processes of any 
kind to hide or dissemble alterations, 
deficiencies in the qualities of the raw 
materials used or defects in the manu
facturing process.”

72 Ibid. Article 6, paragraph 8: “(O)ne 
which presents the appearance and 
characteristics of a legitimate product, 
whether or not protected by a reg
istered trademark, and bears the de
nomination corresponding to such 
product without actually being such, 
or has not been manufactured or pro
duced by its authentic manufacturers 
or within the known and/or declared 
area of production.”

73 Regulatory Decree, Article 14.
71 Ibid. Article 14, paragraph (e).
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F o r purposes of ascerta in ing  the existence of such violations, 
inspectors have broad pow ers. T hey  m ay have access to all prem ises 
of the  estab lishm ents them selves or of the adm inistra tive  offices, p ro
vided the inspection be carried ou t du ring  w ork ing  days and w ork
ing  hours. In so doing, they  m ay also exam ine th e  books and docu
m ents re lated  to th e  business. T hey  m ay carry  ou t the  preventive 
seizure of prim a facie in fring ing  products and request search w ar
ran ts  from th e  C ourts. T he preventive seizure m ay la te r  on be con
firm ed th rough  a sanction of a ttach m en t of the in fring ing  products 
im posed by the H ealth  A u th o rity .75 *

A fter the inspection has been carried out, a m em orandum  of rec
ord will be draw n, and subsequently  signed by  all in terven ing  parties 
(inspectors and those acting  on behalf of the estab lishm ent). T he 
memorandum will be the basis of the ensuing administrative proceedings.

Sam ples obtained for purposes of laborato ry  analysis will be 
identified in a separate  docum ent—th ree  such sam ples m ust be ob
tained from each particu lar food p rod uct.78 W ith in  th ree  days after 
the carry ing  ou t of th e  analysis, the  estab lishm ent involved will be 
notified ot" the resu lts. In case the  analysis show s th e  existence of 
an in fringem ent, there  will be a term  of th ree days runn in g  from  
such notification for the estab lishm ent to  subm it an ob jection to  th e  
analysis carried ou t by the  agency involved, and to  request th a t an
o ther analysis be carried out, w ith  in terven tion  of private  experts. 
In  case the  estab lishm ent does no t object to the  resu lts  of the 
analysis, such inaction will be construed  as an adm ission and th e  re
su lt will be deem ed full evidence of in fringem ent and liability  a t the 
ensu ing  adm in istra tive  proceedings.

In frin gem en t proceedings will be carried ou t before the  H ea lth  
A u th o rity  w ith  ju risd ic tion  over the  place w here the in fringem ent 
has occurred .77 I t  seem s th a t, according to adm inistra tive  practice, 
w henever the  in fringem ent has been determ ined th rough  a federal 
inspection, the F ederal H ea lth  A u th o rity  will, in all probability , 
decide on the  case. Each adm in istra tive  ju risd ic tion  will have its  
ow n adm inistra tive  procedures, b u t such procedures m ust give the  
in fringers full oppo rtun ity  to  be heard  and to  p resen t evidence on 
th e ir  behalf.

75 Law 18284, Articles 14 and 9. reserved in case further analysis proves
7,3 The first sample will remain in necessary (i.e. as a result of the ob-

the establishment, the second will be jection raised by an interested party).
'Subject to laboratory analysis by the 77 Law 18284, Article 11. 
agency involved, and the third will be
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In frin gers  m ight, how ever, be duly precluded from  p resen ting  
evidence in th e ir  favor, w henever the conclusions of the above-m en
tioned m em orandum  of record have no t been ob jected to at the tim e 
of its signatu re. T he in fringer will have forfeited his righ ts  th ro ug h  
inaction, and th u s  th e  m em orandum  will con stitu te  full evidence of 
liability  (akin to the sim ilar s ituation  in case of nonobjected  labora
to ry  analysis).

T he proceedings are regulated  in D ecree 2126/71. A fter specific 
charges have been notified to  the purported  in fringer, there  is a term  
of five w ork ing  days for subm itta l of a defense s ta tem en t and docu
m entary  evidence. A fter the evidence has been exam ined, an ad
m in istra tive  decision will be passed w ith in  ten  days. Such decision 
m ight be appealed to the Federal C ourt w ith  ju risd ic tion  in th e  case, 
w ith in  five w ork ing days after notification of the adm in istra tive  
decision.78 An appeal can be filed w ith the  sam e H ea lth  A u th o rity  
which in its tu rn  will forw ard it to  the  corresponding federal court.

T he A dm inistra tive A uthorities have broad discretion as to  t ie 
application of sanctions for in fringem ents of the Food Code. T hose 
sanctions m ay b e :

(i) fines, w ith in a certain range, which m ight be increased 
tenfold according to the  circum stances ;

(ii) a ttachm ent of the in fring ing  foodstuffs;
(iii) tem porary  closing, e ither partia l or to tal, of the cor

responding es tab lish m en t;
(iv) suspension or cancellation of the  authorization  to m anu

facture, m arket or sell the in fringing fo o d stu ff; in case th is  
sanction is im posed, there are tw o possible v a r ia n ts :

(a) If the in fring ing  foodstuff can be connected to a 
specific source, the  suspension or cancellation order will 
only apply to  the  specific p lan t or estab lishm ent w here such 
foodstuff has been m anufactured, produced or subdivided. 
M arketing  and sales of the  foodstuff will, nonetheless, be 
suspended or cancelled th ro ug hou t the  c o u n try ;

(b) If the in fring ing  foodstuff cannot be traced to  a 
specific source, the  suspension or cancellation of the  au
thorization  will apply to estab lishm ents th ro ug hou t the te r 
rito ry . F rom  a practical view point, th is  elaborate distinction

781 hid. Article 12. This provision is the judiciary in every administrative consistent with the constitutional prin- proceeding, 
ciple that calls for an open appeal to
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does not seem to  serve any purpose, since, even if o ther 
p lan ts of the  sam e m anufactu rer are allow ed to continue 
m anu fac tu ring  the  foodstuff, the suspension or cancellation 
of all m ark etin g  or sales thereof m akes continuation  of 
m anu fac tu ring  or o ther activ ities useless.
(v) publication of the  decision im posing any  of the sanc

tions above.
I t  m ust be noted a t th is  po in t th a t even though  local au tho rities 

m ay follow th e ir ow n adm in istra tive  procedures in case of in fringe
m ents, they  m ust apply the above-m entioned sanctions as determined 
by L aw  1S284.79

All in fringem ents of the Food Code have a s ta tu te  of lim itations 
of tw o years.80

Aside from the  in fringem ent proceecbngs exam ined above, the 
F ederal H ea lth  A u th o rity  is em pow ered to issue a restra in in g  order 
(of the in junctive  type) suspend ing  for a term  of not m ore than  30 
days, the au tho rization  to  m arket and sell a particu lar foodstuff, ir
respective of the  au th o rity  th a t has g ran ted  it. T his restra in in g  order 
m ay only be issued in case of serious danger to the health  of the 
population at large. A fter the term  of suspension elapses, the  author
ity  m ust in all cases publish the resu lt of the inspections carried out, 
whether administrative proceedings and sanctions have ensued or not.81

The determination of the  existence of an in fringem ent of the Food 
Code m ay also show  a priori evidence of the  existence of a crim e (vio
lation of the  Penal Code, which is applied th ro u g h o u t the  coun try ). 
In th a t case, the H ealth  A u th ority  will subm it all evidence and admin
is tra tive  docum ents to the  corresponding criminal courts.

T he Penal Code has regula ted  crim es against public health , by 
estab lish ing  th a t “anyone w ho poisons, con tam inates or adulterates, 
rendering  them  hazardous to health , d rin k in g  w ater, foodstuffs or 
m edicinal substances, destined to  be used by the public or to  con
sum ption by a hum an com m unity, will be sub ject to a term  of im 
prisonm ent rang ing  from  th ree to  ten  years. In  case of ensu ing death, 
the  sanction will range from  ten  to tw enty-five years of imprisonment 
or reclusion." The crim e has to be in ten tional.82

79 Ibid. Article 9. 82 Argentine Criminal Code, Article
80 Ibid. Article 10. 200.
81 Ibid. Article S. Regulatory Decree,

Article 5.
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T he sanctions will, nevertheless, be applied to anyone who sells, 
offers for sale, gives aw ay or d istribu tes, m edicines or com m odities 
hazardous to  health , w ithout disclosing th e ir  deleterious character.88

T hose w ho com m it any  of the  acts described above th ro ug h  neg
ligence, carelessness, or unskillfulness in an activ ity  or profession, or 
lack of com pliance w ith regulations or legal provisions, will have the 
lesser punishm ent of a  fine in case no hum an disease or death has 
ensued. T he sanction will be im prisonm ent, rang ing  from  six months 
to tw o years, in case hum an disease or death has followed.84

Section 3. Commercial Identification
T he labeling of foodstuffs is sub ject to  a double set of p ro v is io n s :

(i) as goods in com m erce, the Law  and regulations on Com 
m odity  Identification  apply ;S3 and

(ii) as foodstuffs proper, the corresponding articles of the  
A rgen tine  Food Code apply .86

3.1. Commodity Identification in General
Foodstuffs are a particu lar kind of com m odity, and the  general 

law regu la tin g  com m odities applies to them , in sofar as it does not 
con trad ic t th e  special provision on foodstuff identification.87

C om m odities are deem ed m anufactured  in A rgen tina, w henever 
there is a m odification in their na tu re  ( th a t is, som e industrial value 
added), w hether the  raw  m aterials or p roducts used are foreign or 
national in  any  proportion. Such com m odities m ust bear on th e ir 
labels the  phrase “A rgen tine  In d u s try .’’88 If the com m odities in cpies- 
tion  w ere na tu ra l produce or fruits, the corresponding phrase would 
be “A rgen tine  P ro du ce .”

All A rgen tine  com m odities, in the sense s ta ted  in the paragraph 
above, m ust bear labels in the national language (S pan ish ), and the 
m easure un its therein  m ust com ply w ith the national system  of 
w eights and m easures (m etric  sy s tem ).89 T he obligation extends to 
foreign com m odities subdivided in the country.

^  Ibid. Article 201. 
s* Ibid. Article 203.
85 Law 19982 (November 29, 1972/ 

Boletín Oficial, December 5, 1972); 
Regulatory Decree 8454 (same dates).

80 Arge. tine Food Code, Title V, 
Articles 220 through 246 inclusive;

also Law 18284 and Regulatory De
cree. Article 19 in both cases.

8‘ See Argentine Food Code, Article 1412.
88 Law 19982, Article 1.
88 Ibid. Articles 4 and 5.
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D uly pro tected  tradem arks which m ight be (i) m isleading as 
to  th e  origin of the  com m odity or (ii) have a m eaning in any foreign 
language, bu t w hich are m anufactured  or produced in Argentina., 
m u st bear the legends s ta tin g  the  orig in in the  sam e le tte r size a:3 
th e  tradem ark  in question .90

A rgen tine  com m odities destined for exporta tion  m ay:
(i) bear all legends in foreign language and m easure u n its ; or
(ii) bear an additional transla tio n  of the  indication of origin.

T hese com m odities are sub ject to  special regulations to  be passed 
on the  m a tte r  by the  F ederal E xecu tive.91

T he scope of the  L aw  is federal in an orthodox  sense. T he 
F ederal A gency in charge of application of the sam e is the S ecretaria t 
o f In te rna l Comm erce, a division of the M inistry  of Com m erce.92

Compliance w ith the  law  on com m odity labeling does no t re 
quire p rio r reg istra tion  of the labels to be used. In th is  sense, the 
L aw  provides for an ex post facto reg istra tion , w ith in  a period of tim e 
a f te r  com m encem ent of use of the  label.93 N aturally , the  A uthorities 
will in tervene w henever som e label is found to  violate any of the  
provisions of the Law. In case of doubt, in terested  parties m ight 
seek an opinion of th e  S ecre taria t before s ta r tin g  to  use the  label 
by vo lun tarily  subm itting  such label for approval.94

T he E xecutive P ow er is entitled  to  regu la te  a procedure of p rio r  
reg istra tio n  of all labels, if such procedure w ere deem ed essen tia l for 
purposes of a tta in in g  the goals of the leg islation .95 So far, th a t has 
no t been the case.

R esponsible for com pliance w ith  the L aw  and regulations a re :96 
(i) m anufactu rers of dom estic com m odities ; 
flt)  im porters of foreign products or raw  m ateria ls ;
( i:i) packagers of dom estic fru its  and produce:
(iv) principals in all agencies involving packaging  and manu

factu ring  a c tiv it ie s ;
(v ) retail m erch an ts; and

90 Ibid. Article 7.91 Ibid. Articles 5, 1 and 10, para
graph id).

92 Regulatory Decree 8454.
93 Law 19982, Articles 9 and 19.94 Ibid. Article 11, paragraph (a).93 Ibid. Article 10, paragraph (e) and

(i).

M Ibid. Articles 6 and 12 (Retail 
merchants must request to be furnished 
by manufacturers with the correspond
ing labeling and correlative materials, 
and keep them at all times at the r 
outlets).
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(vi) directors, officers, m anagers, or agents of com m ercial 
or civil en tities carry ing  ou t the activities im plied above.
T he A u th o rity  hav ing ju risd ic tion  (Federal S ecretaria t of In te r 

nal Com m erce) has extensive preventive pow ers of a c tio n :
(i) It m ay at any  tim e ob tain  sam ples of com m odities, and 

proceed to  carry  ou t chem ical, physical or o ther types of analysis.
(ii) I t m ay seize com m odities in fring ing  the Law and regu

lations, or com m odities as to  w hich there  is an a priori evidence 
of in fringem ent, provided th a t th ere  is reasonable risk th a t the 
evidence m ight be effaced th rough  action of the  responsible 
party  or of the  th ird  parties, in case the seizure is not carried out.

(iii) I t  m ay compel the responsible parties to  include the  
indications of orig in of th e  com m odities as required by th e  L aw  
and regulations in th e ir  labeling, advertising  cam paigns, etc.

(iv) I t  m ay issue a restra in in g  o rder (in junctive  proceeding) 
to cease using  labels or advertising  th a t infringe the  provisions 
of the L aw  and regulations. T his type of action m ight also be 
resorted  to at any stage of the adm inistra tive  proceedings re
su ltin g  from  an infringem ent.
In fringem ent of any of the  provisions of the  L aw  and regu la

tions, noncom pliance w ith a restra in in g  order to  cease an in fring ing  
activ ity , or using  the  labeling, advertising , etc., inaccuracies, exag
gerations, concealm ents, etc. able to  cause error, deceit or confusion 
regard ing  the quality , quan tity , com position, or p u rity  of the  com 
m odity  in question, or the  m anu fac tu ring  or m arketing  technology 
applied to it, entails several sanctions.

T hose sanctions are :
(i) a fine ranging from (approximately) $75 to $75,000 (United 

S ta tes currency) ;
(ii) a double fine in case of a second offense :
(iii) an ancillary  declaration of d isability  to carry  ou t com 

m ercial activities, for serious in fringem ents of the L aw  and 
regulations (ex tending  from  one to six years) ; and

(iv) cancellation of the C harter of Incorporation  and, hence, 
forced dissolu tion of artificial en tities as such.
T his extrem ely  harsh penalty  im posed upon artificial entities 

(corporations, etc.) seem s exaggerated  w hen com pared to th a t of 
tem porary  disability  for individuals. (See above.) T his m ay be an
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oversigh t of the  leg islators or a recognition of the fact th a t an artificial 
en tity  m ight alw ays be reorganized and reg istered  under a different 
nam e, w ith different m em bership, etc.97

All sanctions im posed by the  au thorities hav ing ju risd ic tion  m ay 
be appealed to  the F ederal C ourt of A ppeals w ith ju risd ic tion  (o r to 
the National Court of Appeals on Economic Crimes, where appropriate).

T he s ta tu te  of lim itations for all in fringem ents is th ree  years.

3.2. Foodstuff Identification Proper
A ny label to  be used on a foodstuff, or any prospectus, in s tru c

tion, or item  of advertising , is sub ject to p rio r reg istra tion  and ap
proval by the  H ea lth  A uthorities, and th us to com pliance w ith  the  
corresponding provisions of the Food Code.08

A pproval of foodstuff labels and sim ilar m aterial by the Secre
ta r ia t  of Public H ealth  will be concom itant w ith the  approval of 
th e  foodstuff itself and, hence, will usually  precede th e  subm itta l of 
th e  labels to the Com m ercial A uthorities. T he labels corresponding 
to  all foodstuffs, condim ents, beverages, food additives and th e ir  raw  
m aterials, m ust carry  the  follow ing declarations :

(i) the denom ination of the product and its com position. 
T his requirem ent is closely connected w ith the particu lar s tan 
dard  of iden tity  set by the B rom atopeia for the foodstuff in 
question ;

(ii) net w eigh t and volum e of each un it to  be sold to  the 
public ;

(iii) nam e and domicile of the  m anufacturer, producer or 
concern engaged in subdivision ;

(iv) the phrase “A rgen tine  In d u s try ” for products m anu
factured  to ta lly  or partia lly  in  the  cou n try  ; (T he  a lternative  use 
of the phrase “A rgen tine P ro du ce” m ight be considered legal in 
view  of the  provisions of L aw  19982) ;

(v) the num bers of reg istra tion  of both the foodstuff and 
the  m anu fac tu ring  estab lish m en t; and

(vi) all o ther requirem ents of the Food Code and of effec
tive law. In  th is  last sense, A rticle 1412 of the  Food Code sta tes 
th a t com pliance w ith  the  Identification of Foodstuffs provisions 
set forth in T itle  V  does no t preclude fu rth er com pliance w ith 
the provisions on Com m odity Identification in general. This 07

07 Ibid. Article 12.
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reference can only be understood as lim ited to C om m odity Id en 
tification general provisions w hich do no t con trad ic t the  specific 
provisions of the Food Code ; o therw ise, the rationale  for the 
existence of a particu lar regula tion  of foodstuff labeling w ould 
disappear, since any successive C om m odity Identification L aw  
could p resum ably  supersede the  whole T itle  V  by leg isla ting  
differently.
One in te res tin g  exam ple of such contradiction  is th a t of im 

ported foodstuffs subdivided in A rgen tina. Com pliance w ith  the 
Food Code labeling provisions w ould require th a t only the  indication 
th a t the subdivision has been carried ou t in th e  cou n try  be tran s
lated in to Spanish. T he labels for such foodstuffs, thus, w ould be 
approved by th e  H ea lth  A u th o rity  even though  they  w ere all in a 
foreign language, save for the specific indication th a t the  subdivision 
has taken place in the  country . I t  is conceivable th a t, upon receiving 
com m unication of the use of such label, th e  Com m ercial A u th o rity  
w ould deem them  as in fring ing  A rticle  5 of L aw  19982, w hich requires 
“all s ta tem en ts” to  be in the  national language. T he outcom e in case 
of such a conflict is uncertain .

T here  are tw o prohib itions set forth  by the  Food Code which 
have a general in te rest :

(i) T he use of the  follow ing adjectives in the labeling of 
foodstuffs is forbidden : “ cream , pure, fresh, first, recom m ended, 
hom em ade, fine, superfine, insuperable, irreplaceable, s tren g th en 
ing, or sim ilar expressions,” w hen th a t in the  judgm en t of the 
H ea lth  A u th o rity  would im ply th e  a ttach m en t of a special quality 
to the product, w hatever th e  spelling, if the phonetics of th e  sam e 
w ere sim ilar to  th a t of the  forbidden w ords. O nly those excep
tions expressly referred  to  w ith in  the Code are adm itted .

(ii) Artificial p roducts m ay not carry  in th e ir labeling  symbols 
or draw ings th a t represen t n a tu ra l raw  m a te r ia ls ."
M ere possession of foodstuffs labels in places o th e r th an  m anu

fac tu rin g  o r subdivision estab lishm ents, is also forb idden .* 100
Infringem ent of the  labeling  provisions of th e  Food Code is 

sub ject to th e  general sanctions and adm in istra tive  proceedings set 
fo rth  by the  L aw  and its  regu la tio ns.101

89 Ibid. Articles 232 and 233. 101 Law 18284, Articles 9 and fol-
100 Ibid. Article 243. lowing. Regulatory Decree, Article 9.
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Section 4. Food Law Matters Regulated Elsewhere
4.1. Wines and Other Alcoholic Beverages

W ines and som e alcoholic beverages continue to be regulated  
by  the L aw  on W ines.102

T he L aw  on W ines provides for adm in istra tive  application through 
a federal governm ent in strum en ta lity , the In s titu to  N acional de 
V itiv in icu h u ra  (N ational V iticu ltu re  In s ti tu te ) , and is effective 
th ro u g h o u t th e  A rgen tine  te rrito ry . (C uriously , its constitu tionality  
has no t been questioned.)

T he overlapping articles of the  A rgen tine Food Code will be 
applicable only insofar as there  is a gap in the specific leg islation .103 
I t  is to  be noted, though , th a t th e  articles of the  Food Code do 
no t especially regula te  w ines and th e ir  types, b u t only define alcoholic 
beverages in general, and som e of th e ir types in particu lar (i.e., 
brandy, w hiskey, etc.).

T he A rgen tine  Food Code provides th a t the provisions in the  
Law  on W ines and its am endm ents and regulations will be revised 
for eventual incorporation in to the  Code itself.104
4.2. Producs, Subproducrs and Derivatives of Animal Source

All m anu fac tu ring  estab lishm ents or sto rage facilities for p rod
ucts, subproducts and derivatives of anim al source, are under the  
contro l anc: inspection pow ers of the D ireccion G eneral de Sanidad 
A nim al (G eneral D irection of A nim al S an ita tion ), dependent from  
th e  F ederal M in istry  of A griculture. Included are cattle, seafood, 
and po u ltry  slaugh terhouses, m arkets and cold sto rage facilities. The 
m a tte r  has been regu lated  by the  L aw  on A nim al S an itary  Control, 
its am endm ents and regu la tio ns.105

P roceeding  upon its pow ers as g ran ted  by th e  sam e Law , the  
F ederal E xecu tive has regula ted  the inspection procedure to be fol
lowed regard in g  th e  estab lishm ents referred  to  above.106

102 Regulatory Decree 2126/72, Arti
cle 2, paragraph 4. Law on Wines— 
14878 (October 28, 1959/Boletín Oficial, 
November 25, 1959). As amended
through Law 17848 (August 9, 1968/ 
Boletín Oficial August 20, 1968) and 
through Law 17849 (same dates).

103 Argentine Food Code, Article 
1108 and following.

,0* Ibid. Ardele 1411.
105 Law 3959 (Animal Sanitary Con

trol, November 1900), amended through
Law 17160 (February 2, 1967/Boletin

Oficial, February 15. 1967), also amended 
through Decree, Federal Executive 
No. 2872/58.io« p)ecree 4238, Federal Executive 
(July 19, 1968/Boletin Oficial, August 
26, 1968), Inspection regulations on 
products, subiproducts and derivatives 
of animal source. Also Law 18811 
(October 13. 1970/Boletin Oficial, No
vember 2, 1970), Regulation of meat 
products. Law 18811 was regulated and 
supplemented by Decree, Federal Execu
tive No. 1600/70.
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T he adm inistra tive  control to be carried ou t by the  above-m en
tioned F ederal A gency is to be coordinated w ith  th e  action of the 
F ederal S an ita ry  A u th o rity  (S ecre taria t of Public H ea lth ) in its 
application of th e  A rgen tine  Food Code.107

T hough the A rgen tine  Food Code m akes its ow n provisions 
supplem ental in th is case, the fact th a t the L aw  on A nim al S an itary  
Control, its am endm ents and regulations, do no t define stan dards 
of id en tity  for foodstuffs of anim al source, w ould suggest th a t the  
application of th e  Code will be m andato ry  in m ost cases.108

E stab lishm en ts engaged in the m anufacture, sto rage o r d istribu
tion  of products, subproducts and derivatives of anim al source, p ro 
vided they  are foodstuffs under the  Food Code, m u s t:

(i) request an authorization  of the estab lishm ent and the 
products according to  the provisions of the L aw  on Anim al 
S an itary  Control, e ither from  the provincial au tho rities or from 
the D ireccion N acional de Sanidad Anim al (G eneral D irection 
of A nim al S anita tion) ; and

(ii) apply for reg istra tion  of bo th  th e  estab lishm ent and 
th e  products according to  the provisions of the A rgen tine Food 
Code, e ither w ith  the provincial au tho rities or w ith the F ederal 
S ecre taria t of Public H ealth  (th is  au th o rity  will also approve 
the  corresponding labeling).
I t  seem s th a t th e  L aw  on Anim al S an itary  Control, its am end

m ents and regu lations will only apply in case of orthodox federal 
ju risd ic tion  (e ith er te rrito ria l or involving the  com m erce clause of 
the  C onstitu tio n ). On the o ther hand, the  Inspection  R egulations 
passed by the  F ederal E xecutive are applicable th ro ug hou t the country, 
either by the federal o r provincial au thorities.

T he Food Code further provides for revision of the Law  on 
Anim al S an itary  C ontrol and related  legislation for eventual incor
poration to the  Code te x t.109

Infringem ents of the Law  on Anim al S an itary  Control m ay be 
sanctioned b y :

(i) fines rang ing  from  approxim ately  $10 to $10,000 (United 
S tates currency) ;

107 Argentine Food Code, Article 1410. ln,‘ Ibid. Article 247 and following.
Regulatory Decree, Law 18284, Anti- 109 Ibid. Article 1411.
cle 2. paragraph S.
PAGE 5 7 8 FOOD DRUG COSMETIC LAW JOURNAL— OCTOBER, 1 9 7 6



(ii) suspension or cancellation of the pertinen t au thoriza
tion .110
T he sanctions im posed by the adm inistra tive  au tho rity  m ay be 

appealed to  the F ederal C ourts w ith ju risd ic tion  over the place of 
occurrence of th e  infringem ents.
4.3. Pesticide Chemicals and Residue of Pesticide Chemicals

T he specific legislation on the  m a tte r  deals w i th :
(i) m anufacture, use, m arketing , tran sp o rta tio n  and storage 

of pesticide chem icals per se; and
(ii) use of pesticide chem icals in the slau gh ter of anim als, 

o r in the  m anufacture  or sto rage of products, subproducts or 
derivatives of anim al source. In  th is  last sense, tab les attached  
to the L aw  and regu lations determ ine the  m axim um  levels of 
pesticide chem ical residue in products, subproducts and deriva
tives of anim al source. T hose tab les m ay be am ended by the 
Federal E xecu tive .111
T he A pplication A u thorities are, jointly, the  Federal Secretariat 

of Public Flealth, and the  Federal M in istry  of A griculture.
T he pesticide chem icals to be used m ust be listed as authorized 

substances and th e  residuary  levels in foodstuffs m ust m eet w ith 
th e  requirem ents of the  corresponding tables. Both the list and the  
tab les will be kept updated  by the application authorities, though  
it seem s th a t their pow ers w ould only be advisory since a D ecree 
of the  F ederal E xecutive is, nevertheless, required.

T his leg islation  applies th ro ug hou t the  country.

Section 5. Argentine Food Law and International Harmonization
5.1. General Observations

As has been ou tlined in Section 1 of th is paper, the  com plex 
constitu tional and political system  prevailing  in  A rgen tina  and 
reflected in several layers of federal, provincial and m unicipal food

1,0 Law 17160. (See footnote 105 
supra.)

111 Law 18073 (January 20, 1969/ 
Boletín Oficial, January 27, 1969),
Prohibition of substances deleterious 
to human or animal health. Law 18073 
was amended through Law 18796 
(October 2, 1970/Boletín Oficial, Octo-

ber 8, 1970) with respect to pesticide 
chemicals. Law 18073 was regulated 
by Decree, Federal Executive No. 
2678 (May 26, 1969/Boletin Oficial, 
June 10, 1969). This Regulatory De
cree was subject to minor amendments 
through Decree, Federal Executive No. 
1417/70.
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legislation, p rom pted early a ttem p ts  to achieve “'in te rn a l” harm oniza
tion  by the developm ent of uniform  provincial law s and regulations 
a n d /o r  the in troduction  of “natio nal” food legislation. T h is trend  
gained particularly strong momentum in A rgen tina  th rough  the leader
ship of Dr. Carlos A. Grau, a food chem ist, pharm acologist and pioneer 
of m odern food law. H e was the au tho r of the first com prehensive 
“ Codex A lim entarius” of the P rovince of B uenos A ires (1928), the 
first such code ever prom ulgated  in L atin  A m erica. T his Code was 
g rea tly  enlarged and im proved in th ree  subsequent editions— 1937, 
1944 and 1949— and it  served as a m odel for the federal “R eglam ento 
A lim entario” (D ecree 141 of Jan u ary  8, 1953).

5.2. Latin American Food Code
W ith  th is background , it was not su rp rising  th a t the  S ixth L atin  

A m erican Chem ical Congress held in Caracas in 1955 com m issioned 
Dr. Carlos A. Grau of A rgen tina  to d raft a “L atin  A m erican Food 
Code” w hich he did w ith the active cooperation of experts from  16 
L atin  A m erican countries. T he first com pleted draft of th is Code 
was approved by the  Seventh L atin  A m erican Congress in M exico 
C ity in 1959, and published in book form  in Buenos Aires in 1960. 
I t  w as a com prehensive piece of w ork consisting  of 19 C hapters 
and 798 A rticles and covering general principles, rules for the  gen
eral trea tm en t of foods, labeling and individual standards of iden tity  
for all types of foods and articles for dom estic use. T he Second 
R evised E dition  w as published in 1964.112 D r. G rau w as w ork ing 
on the T h ird  E dition  w hen he died in 1972. T his Code exerted a 
considerable influence on the recen t food legislation of m any L atin  
A m erican countries. In fact, the  In ter-A m erican B ar A ssociation 
(IA B A ), a t its X IV  Conference in San Juan , P uerto  Rico, in 1965, 
adopted a recom m endation (No. 33) “ th a t the L atin  A m erican Food 
Code be adopted as the sole legal in s tru m en t to  regula te  the nego
tia tions carried out am ong the  m em ber countries of the L atin  A m er
ican Free T rad e  A ssociation (L A F T A ).”113 H ow ever, in spite of 
wide official sponsorship the L atin  A m erican Food Code has no t

112 Many chapters of the Latin Ameri
can Food Code (both 1960 and 1964 
Editions) have been translated into
English and published in the F ood 
Drug Cosmetic L aw J ournal. See 
Bibliography by J. G. Zimmerman, 26 
F ood D rug Cosmetic L aw J ournal 
303, 315 (July 1971).

1,3 Zimmerman, J. G., “Harmoniza
tion of Food Laws and Food Stan
dards in Latin America,” 27 F ood D rug 
Cosmetic L aw J ournal 645 (October 
1972) ; Bledel, Enrique E., “Food Regu
lation in Latin America,” 28 F ood D rug 
Cosmetic L aw J ournal 585 (Septem
ber 1973).
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been adopted in its en tire ty  by any coun try  except E cuador in 1963, 
and th a t only on a tem porary  basis.

T he IA BA , at its conference in B uenos Aires in N ovem ber 1957, 
form ed a special “Food, D ru g  and Cosm etic L aw  Section” (la te r 
transform ed into C om m ittee X IX ) and has consisten tly  supported  
the idea of in terna tion al harm onization  of food law. T h is is also 
true  of all the  L atin  A m erican R egional G roupings which have been 
form ed in recent years to prom ote econom ic in tegration .
5.3. Latin American Economic Groupings

T he L A F T A  was set up by th e  T rea ty  of M ontevideo in 1961 
by A rgen tina, B razil, Chile, Mexico, P araguay , P eru  and U ruguay . 
T he basic purpose of the T rea ty  was to g radu ally  elim inate all re
strictions h indering  the  exchange of goods produced in the  con trac t
ing countries, including, of course, food products w hich were affected 
no t on ly  by custom s duties bu t also by the d iversity  of local food 
and labeling laws. As a m a tte r of positive policy the first E xecutive 
S ecretary  of L A FT A , Dr. A lberto Sola, m entioned the necessity  of 
estab lish ing  uniform  legislation and regulations on food m atters, bu t 
an in itia tive to adopt a uniform  Food Code and common m etrological 
labeling regulations based on the  tex t of the L atin  A m erican Food 
Code w as never form ally adopted. H ow ever, as a practical m atter, 
several com m ittees w ith in L A F T A  used the L atin  A m erican Food 
Code to facilitate negotiations dealing w ith food law  problem s be
cause of t i e  d iversity  of term ino logy and nom enclature in th e ir 
national law s.114

T here are tw o o ther subreg ional F ree T rade A ssociations in 
L atin  A m erica in which A rgen tina  is not a m em ber, nam ely the  
so-called A ndean Group estab lished w ith in the  fram ew ork of L A FT A  
in 1969 (Bolivia, Chile, Colom bia, Ecuador, P eru  and V enezuela), 
and the C aribbean Free T rade A ssociation (C A R IF T A ), established 
in 1968, b u t so far th ey  have not as yet produced any uniform  food 
legislation.

The only successful a ttem p t in th is field has been in the  C entral 
Am erican Common M arket w hich w as created  by the T rea ty  of 
M anagua in 1960 by C osta Rica, E l Salvador, G uatem ala, H onduras 
and N icaragua and w ith P anam a as an associate m em ber. T hese six 
countries enlisted the help of the  Pan A m erican H ealth  O rgan ization

154 Bledel, supra, at 587; also “The Cosmetic L aw J ournal 402 (July 
Latin American Common Market and 1967).
Food Legislation,” 22 F ood D rug
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(P A H O ) and its Pan A m erican S an itary  B ureau in W ash in g to n  
(P A S B ), th e  Regional Office of W H O  for the W este rn  H em isphere. 
T h is organ ization agreed to  sponsor the p ro ject and delegated the  
task  of d rafting  food standards to the  late Dr. A riosto Bueller-Souto, 
D irector of the  “ In s ti tu te  Adolfo L u tz ” in Sao Paulo, the la rgest 
brom atological in s titu te  in L atin  A m erica. By 1965, Dr. B ueller-Souto 
and his associates had drafted  about 380 food standards including 
analytical m ethods and lists of perm itted  additives, which w ere som e
w hat revised by the Conference of H ea lth  M inisters of the six 
countries and then published in th ree volum es (1967/1968) by PA H O  
in W ash in g to n  under the title  “N orm as Sanitaria® de A lim entos.” 
T hese standards contain m any features w hich orig inated  in the Latin 
A m erican Food Code, in the elaboration  of which Dr. B ueller-Souto, 
likewise, cooperated. F urtherm ore, there  is a close re lationsh ip  to 
th e  Food and A gricu ltu re  O rgan ization  of the U nited  N ations and 
th e  W orld  H ea lth  O rgan ization  (Jo in t F A O /W H O  Food S tandards 
P rogram m e) which has in recen t years taken over the  w orld leader
ship in harm onizing food stan dards bo th  on a w orldw ide and regional 
basis, including L atin  A m erica.113
5.4. Joint FAO/WHO Codex Alimentarius Commission

T he task  of developing w orldw ide food stan dards is now p ri
m arily  concentrated  in the Jo in t F A O /W H O  Codex A lim entarius 
Com m ission, the organ ization  and functions of which are described 
in a P rocedural M anual (fourth  edition, 1975) published by the Com
m ission. A t the tim e of its first session in 1963, it had som e 30 
m em bers, m ostly  developed countries. By 1976, its m em bership had 
increased to 114 countries—of which more than two-thirds are develop
ing countries. A ltogether the Comm ission had eleven sessions, the 
last one in M arch 1976. D etailed reports  of each session are published 
with a sum m ary of the  activities of its various com m ittees. A m ong 
its subsid iary  bodies are six W orldw ide Codex General Subject 
C om m ittees, eleven W orldw ide Codex Com m odity C om m ittees and 
four geograph ically  lim ited C oordinating  Com m ittees for Africa, Asia, 
E urope and L atin  America.

T he procedure for the elaboration of w orldw ide and regional 
Codex S tandards provides for eleven steps in accordance w ith the 
P rocedural M anual. S tep nine is the  “recom m ended s tan d ard ” which 
is sent to  all m em ber s ta tes  and associate m em bers of FA O  and

1,1 Olszyna-Marzys, A. E„ “Food and and Panama,” 23 F ood D rug Cosmetic 
D rug Legislation in Central America L aw J ournal 253 (May 1968).
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\ \  H O  for acceptance in accordance w ith the  procedure laid down 
under the G eneral P rincip les of the Codex A lim entarius w hich pro
vides for th ree op tions: (i) full accep tance: (ii) ta rg e t accep tance; 
and (iii) acceptance w ith  specific deviations.

By the end of 1975, about 70 in ternational standards had been 
finalized and sent to governm ents for acceptance. An additional 40 
in ternational standards for milk and milk products have been elab
ora ted  and adopted by the Jo in t F A O /W H O  Com m ittee of G overn
m ent E xperts  on the Code of Princip les concern ing milk and milk 
products, a subsid iary  body of the  Com m ission, and sent to  govern
m ents for acceptance. A cceptances have been and continue to  be 
fo rthco m ing .116
5.5. Participation of Latin America in the Codex Project

A t the F irs t Session of the Codex A lim entarius Com m ission 
in 1963, 32 countries w ere represen ted  as partic ipan ts or observers, 
including Argentina and the Dominican Republic. At the Second Session, 
th e  Latin Am erican G roup a tten d in g  the session represen ted  A r
gen tina  (D r. Carlos A. Grau, Chief C oordinator of the  L atin  Am er
ican Food Code), B razil, Cuba, N icaragua and T rin id ad /T obag o . 
Subsequen tly  a “form al” m em bership w as established in the  Codex 
A lim entarius Com m ission and the listing  in 1974 at the  tim e of 
the  T en th  Session included 21 m em bers from L atin  A m erica as 
fo llo w s: A rgentina, Barbados, Bolivia, B razil, Chile, Colom bia, Costa 
Rica, Cuba, D om inican Republic, E cuador, G uatem ala, G uyana, 
Jam aica. Mexico. N icaragua, Panam a, Paraguay , P eru , T rin id a d / 
Tobago, LTrugu ay  and Venezuela.

T he R eport of the T en th  Session (Rom e, Ju ly  1— 11, 1974) m en
tions the  estab lishm ent of a C oordinating  Com m ittee for L atin  
A m erica as follow s:
“33. Having received the strong support of delegations from Latin America 
during the course of the Commission’s session, the Commission agreed to 
establish a Coordinating Committee for Latin America with the following 
membership and terms of reference:
Membership
“Membership of the Committee is open to all Member Nations and Associate 
Members of FAO and/or W H O  which are members of the Codex Alimentarius 
Commission within the geographic location of Latin America. 11

11” Rqport by G. E. Kermode, Chief ported by Zimmerman, J. G., “Food 
of the FA O /W H O  Food Standards Law—International,” 31 F ood D rug 
Programme for the European Food Cosmetic L aw J ournal 218 (April
Law Association (E FL A ) Conference 1976). 
in Parma, Italy (September 1975), re-
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Functions:
“The Committee exercises general coordination in the preparation of standards 
relating to the region of Latin America and exercises such other functions as 
may be entrusted to it by the Codex Alimentarius Commission.”

T he Com m ission also noted w ith  appreciation the  kind offer of 
the G overnm ent of M exico to host at its own expense an F A O /W H O  
Food S tan dards R egional Conference for L atin  A m erica in 1977.117

T he F irs t Session of the  C oordinating  Com m ittee for L atin  
America took place in Rome (M arch 25— 26, 1976 (A L IN O R M  7 6 /1 7 )). 
I t was a ttended  by 15 partic ipan ts from 8 countries, nam ely : A rgen
tina. B razil, Chile. Cuba, F rance, M exico. U rug uay  and V enezuela, 
and by observers from the Netherlands and Switzerland. The Committee 
elected Dr. E. R. M endez of M exico C hairm an of the C om m ittee as 
well as C oordinator for L atin  A m erica to  serve from the end of 
the  E leventh  Session of the  Codex A lim entarius Com m ission (Rom e, 
M arch 29— A pril 9, 1976) to the end of the Tw elfth  Session. In 
asm uch as the Jo in t F A O /W H O  Food S tan dards Conference for 
L atin  A m erica has been scheduled to take place in M exico early  
in 1977, it w as decided to postpone the Second Session of the Com 
m ittee until 1978 and to continue the  in itia ted  w ork w ith in the  fram e
w ork of the Conference.

T he C oordinating  Com m ittee w as inform ed th a t only four coun
tries had replied so far to  the questionnaire  (CX 3 / 1 5 ( 0 1) which 
had been d istribu ted  to  m em bers of the Region of L atin  A m erica 
in O ctober 1974 and which sought to  collect background inform ation 
and data about ex isting  food legislation in each country. The Com 
mittee requested the Coordinator to encourage replies to this questionnaire.

T he C om m ittee w as also inform ed of the endorsem ent by the  
C oordinating  C om m ittee for A frica (Sep tem ber 1975) and the  Food 
S tandards Conference for Asia ('Decem ber 1975) of a model food 
law  prepared by the S ecretaria t and in tended for m em ber countries 
to com pare w ith  th e ir  ex isting  food laws. T his w ould im prove the 
harm onization of food law s on a regional or w orldw ide level. Con
sideration  of a sim ilar model food law  had been proposed for the 
L atin  A m erican Food S tandards Conference.

T he Com m ittee agreed th a t the  follow ing po in ts m ight be given 
p rio rity  a fte r consideration by  the R egional C onference:

117 Codex Alimentarius Commission, 44—Report of the 20th Session of the
Report of the Tenth Session (Rome, Executive Committee of the Codex
July 1—11, 1974) paragraphs 13. 32— Alimentarius Commission. Rome, Tune
34, and Appendix II ALIN O RM  74/ 28, 1974, paragraphs 10—12.
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(1) H arm onization  of Food L eg isla tion :
(a) exam ination of Codex work on a w orldw ide basis 

in the ligh t of the particu lar conditions prevailing  in the 
region of L atin  A m erica ;

(b) the consideration of stan dards and o ther regulations 
for foods of p articu lar in terest to the region of L atin  A m er
ica, including the  estab lishm ent, w here appropriate , of reg 
ional standards.
(2) P ro m oting  adequacy and un iform ity  of Food Inspection 

Services.
(3) P ro m oting  adequacy and un iform ity  of Food L egisla

tion, including the  consideration of a model food law.
(4) Specific consideration of questions of con tam inants 

(pesticide residues, m ycotoxins and o ther chemical residues in 
food) as well as the use of food add itives; the estab lishm ent 
of Codes of H ygienic P ractice  and M icrobiological Specifications 
for foods.
In  th is connection, it is of in te rest th a t the delegation of A r

gen tina  stressed the  need to  develop w orldw ide ra th er than  regional 
standards. T h is as well as the o ther developm ents m entioned above 
seem to indicate th a t m ost, if not all, p rogress in “harm onizing” food 
laws, regu la tions and standards can be expected to occur w ith in the 
fram ew ork of the Codex A lim entarius Com m ission setup.

[ T h e  E n d ]
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CYCLAMATE PETITION DENIED
A petition to remarket the artificial sweetener cyclamate has been form

ally denied by the Food and Drug Administration, after the petitioner, 
Abbott Laboratories, declined to heed the FDA’s advice to withdraw the 
petition. The agency stated that extensive study of the petition and 
other information, including a report by the Temporary Committee 
for the Review of Data on Carcinogenicity of Cyclamate empaneled by 
the National Cancer Institute, failed to establish the safety of cvclamic 
acid, calcium cyclamate, and sodium cyclamate as sweetening agents in 
food or for technological purposes other than caloric reduction.

In a concurrently issued FDA Talk Paper, the agency cited the follow
ing as options now available to Abbott if it wants to pursue its efforts 
to remarket cyclamate: (1) requesting a hearing before an administra
tive law judge, (2) requesting that the FDA convene a public board of 
inquiry at which independent experts review the scientific evidence, or 
(3) conducting a well-designed, long-term study as suggested by the National 
Cancer Institute’s Committee.

Any person adversely affected by the FD A ’s order may, on or before 
November 3, 1976, file written objections and request a public hearing.

CCH F ood D rug Cosmetic L aw R eporter, 41,725

WITHDRAWAL OF APPROVAL PROPOSED 
FOR CERTAIN ESTROGENIC DRUGS

In conjunction with its review of estrogenic drug products for gen
eral use, the Food and Drug Administration has reclassified as “lacking 
substantial evidence of effectiveness” the “probably” and “possibly effec
tive” indications for certain preparations for vaginal use; for certain estro
gen-androgen combination drugs, and for certain estrogen-containing drugs for 
oral or parenteral use. The agency has proposed to withdraw approval 
of the new drug applications for the drugs that provide for such uses and 
has given interested persons until October 29, 1976 to request a hearing 
and until November 29, 1976 to submit data to justify a hearing.

The agency has also set out the conditions for marketing the drugs 
for the indications for which they continue to be regarded as effective. 
As previously announced, the FDA has proposed that patient labeling be 
required for certain estrogen drugs and has issued examples of revised 
physician labeling and proposed patient labeling for the drugs.

CCH F ood D rug Cosmetic L aw R eporter, jf 41,718—41,721 and 45,411
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CONSUMER REPRESENTATION PLAN PUBLISHED
The Department of Health, Education, and Welfare has issued a 

Consumer Representation Plan intended to assure that persons affected 
by HEW  regulations, policies, and decisions are informed of those ac
tions and have an opportunity to comment on them. The CRP, published 
at 41 Federal Register 42796, September 28, 1976, requires that each notice, 
guideline, etc. contain the name, address, and telephone number of the 
person responsible for responding to citizen inquiry. The Primary Con
sumer Contact for the Department of H E W  is: HEW' Consumer Repre
sentation Coordinator, Office of Consumer Affairs, Department of Health. 
Education and Welfare, 330 Independence Ave., SW, Washington, D. C. 
20201; (202) 245-1957.

The CRP provides that, where important policy issues are involved, 
a Notice of Intent be published and public comment invited before beginning 
the drafting of regulations. The Department of H E W  will take affirma
tive action to encourage maximum consumer participation at public hearings. 
Time allowed for public comment will be longer than is now customary.

The Food and Drug Administration, as part of its CRP, will seek 
permission to train and use volunteers to gather consumer points of view 
on major issues. The Department of H E W  has developed a comprehen
sive body of new policies and procedures for the issuance of regulations. 
These new policies and procedures will apply to FD A  regulations, but 
will not apply to those regulations for which a Notice of Proposed Rule 
Making was transmitted to the Office of the Secretary prior to July 25, 1976.

REPORT SUGGESTS MERGER 
OF FDA WITH OTHER AGENCIES

Merging the Food and Drug Administration, the Consumer Product 
Safety Commission, and some programs of the National Highway Traf
fic Safety Administration into a single agency was one of several recom
mendations in a wide-ranging Congressional report on federal regulatory 
agencies and regulatory reform. The report, which is the product of 
nearly two years of investigation by the Oversight and Investigations 
Subcommittee of the House Committee on Interstate and Foreign Com
merce, proposes the implementation of comprehensive reforms aimed at 
modernizing and improving Federal regulation. Other significant recom
mendations contained in the report include: establishing more consumer 
participation in the agencies, strengthening Congressional oversight, re
organizing energy regulation, and increasing regulatory agency indepen
dence from Executive Branch interference.

CCH F ood D rug Cosmetic L aw R eporter, fl 41,727
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CCH Reporting on Strict New 
Medical Device Safety /Efficacy Rules . . .

MEDICAL DEVICES REPORTS
M e d ic a l  d e v ic e  m a k e r s  fa c e  a to u g h  c h a l le n g e  in  c o m p ly in g  w ith  n e w  M e d ic a l  

D e v ic e  A m e n d m e n ts  w h ic h  p r o m is e  s a fe r , m o r e  e f fe c t iv e  p r o d u c ts  fo r  u s e r s , a b o n a n 
z a  fo r  th o s e  w h o  te s t  d e v ic e s  a n d  d e v e lo p  s a fe ty  s ta n d a r d s  —

—  a n d  p r o m ise  p r o b le m s  g a lo r e  fo r  th o s e  w h o  m u s t  c o m p ly !
T h a t ’s w h y  d e v ic e  m a k e r s  a n d  im p o r te r s  a n d  th e ir  a d v ise r s , t e s t  a n d  s ta n d a r d  - 

s e t t in g  f ir m s , s e l le r s ,  a t to r n e y s  a n d  o th e r s  in v o lv e d  w ill w e lc o m e  o u r  n e w  o n e -v o lu m e  
M edica l Devices R epo rts , r e a d y  in  S e p te m b e r .
Get the Jump on This Law That Can Put Your Device Off Sale

Y o u  m a y  b e  t ig h t  fo r  t im e  i f  y o u  m u s t  c o m p ly  w ith  th e  F o o d , D r u g , a n d  C o s m e t ic  
A c t  a n d  its  n e w  A m e n d m e n ts .  S u b s c r ib in g  b r in g s  th e m  to  y o u  in  fu ll  t e x t ,  p lu s  r e la te d  
la w s  a n d  e x is t in g  F D A  r a d ia t io n  c o n tr o l s ta n d a r d s . L a te r , e a c h  “ C la ss "  a n d  ty p e  o f  
d e v ic e  m a y  h a v e  its  o w n  r e q u ir e m e n ts ,  b u t  t h e r e ’s a  lo t  y o u  c a n  (a n d  s h o u ld ! )  d o  n ow .

C C H  e x p la n a t io n s  b a s e d  o n  th e s e  o f f ic ia l  r u le s  te ll h o w  th e  F D A  m a y  u se  its  
e x p a n d e d  a u th o r ity  to  r e g u la te  th e  m a n u fa c tu r e  a n d  m a r k e t in g  o f  d e v ic e s ;  r e g is te r  
m a k e r s ;  in s p e c t  fa c to r ie s  a n d  r e c o r d s;  s e iz e  a n d  b a n  n o n c o m p ly in g  d e v ic e s ,  e tc .  R u le s  
fo r  n o t ify in g  u se r s  o f  d e v ic e  r isk s  a n d  fo r  r e c a ll , r e p a ir , r e p la c e m e n t  or r e fu n d s  o n  
p r o d u c ts  a re  t r e a te d . R e p o r ts  b y  F ir s t  C la ss  M a il k e e p  y o u  in fo r m e d  as th is  p r o g r a m  
d e v e lo p s , w ith  h e lp  to : —
M eet the new effectiveness requirem ent. K n ow  when to su bm it test results  to  c o m p ly  
w ith  p r e m a r k e t  c le a r a n c e . M aster perform ance requirem ents  a n d  la b e l in g  r u le s  
p r o m p tly  a s  p r o p o s e d  so  y o u  c a n  v o ic e  y o u r  v ie w s  a n d  o b je c t io n s . K eep  current o n  
r e q u ir e d  “ g o o d  m a n u fa c tu r in g  p r a c t ic e s .”  M on itor com ing panel hearings; k n o w  
w h e n  t h e y ’ll c o n s id e r  y o u r  p r o d u c t  a n d  th e  lik e ly  r e su lt . Tell the FDA the risks  o f  d e 
v ic e s  l ik e  y o u r s  a n d  s u g g e s t  r e g u la t io n  le v e ls .
Reporting on New Developments, Proposed and Final Regulations

C o n tin u in g  R e p o r ts  h e lp  y o u  k e e p  y o u r  o p t io n s  o p e n . V o ic e  y o u r  v ie w s  a t h e a r 
in g s , k n o w  w h a t  d a ta  w ill b e  n e w  to  th e  F D A  a n d  w h a t ’s a lr e a d y  b e e n  c o n s id e r e d .  
R e p o r ts  g iv e  y o u  th e  d e ta i ls  o n  F D A  a d m in is tr a t iv e  a n d  e n fo r c e m e n t  a c t iv it ie s ,  c o u r t  
d e c is io n s ,  p r o p o s e d  c la s s i f ic a t io n s  a n d  s ta n d a r d s , in v ita t io n s  fo r  n o m in a t io n s  to  im 
p o r ta n t  p a n e ls  a n d  c o m m it te e s .  P r o c e d u r e s  fo r  p e t i t io n in g  fo r  e x e m p t io n s  a n d  v a r 
ia n c e s  fro m  r e q u ir e m e n ts  a re  e x p la in e d  a n d  g u id a n c e  o n  u s in g  th e  “ p r o d u c t  d e v e lo p 
m e n t  p r o to c o l” (P D P )  p r o c e s s  in s te a d  o f  p r e m a r k e t  a p p r o v a l is  g iv e n .
Subscribe for This CCH Com pliance H elp  N O W  —  T o  s u b s c r ib e , w r ite  C o m m e r c e  
C le a r in g  H o u s e , I n c .,  4 0 2 5  W . P e te r s o n  A v e., C h ic a g o , 111. 6 0 6 4 6  a n d  a sk  fo r  M edica l 
Devices R eports  (8 1 9 0 )  a t  $ 1 4 5  a y e a r  fo r  tw o  y e a r s  o r  $ 1 5 5  fo r  o n e  y e a r  b e g in n in g  th e  
f ir s t  o f  n e x t  m o n th , p lu s  s a le s  ta x  w h ere  r e q u ir e d . (S u b sc r ib e r s  fo r  C C H  F ood Drug  
Cosm etic Law R eports  a n d  th e  Drugs-Cosm etics  u n it  r e ce iv e d  M edica l Devices 
R eports  in  S e p te m b e r , 1 9 7 6  a n d  w ill g e t  r e p o r t in g  a t n o  e x tr a  c h a r g e  fo r  th e  b a la n c e  
o f  th e ir  th e n -e x is t in g  s u b s c r ip t io n s .)  #79
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