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TO THE R E A D E R

Have the F D A  Hearing Regulations 
Failed U s?— W illiam R. Pendcrgast, in 
an article which begins on page 524, re
plies to charges, made by W illiam Good
rich in a paper published in the October 
J ournal, against “trial-type” proceed
ings of FD A  hearings. M r. Pendergast, 
a W ashington, D. C. attorney, offers evi
dence to support his conclusion that the 
hearings are indeed necessary  to the 
formation of enforceable regulations.

The GMP Regulations and the Prop
er Scope of F D A  Rulemaking Autho
rity.— "Guidelines are administrative rec
ommendations and have no legal status,” 
states W esley E. Forte in the article be
ginning on page 532 in which he examines 
the Federal D rug  A dm inistra tion’s in
terp re ta tion  of an opinion of the court 
in the Sm ith Canning Case, upon w;hich 
the new Good M anufacturing Practice 
regulations are based. T he extension 
of certain sections of the Food, D rug  
and Cosm etic Act to include a general 
pow er to m ake substantive regulations 
and the adm inistering  of such statu tes 
containing crim inal penalties is at vari
ance, the author believes, with the power 
actually granted to FD A by Congress— 
th a t of in terpretive regulation. On this 
prem ise he proposes a “prom pt reis
suance of the GM P regulations as guide
lines" rather than law. Mr. Forte is an 
attorney for Borden, Inc. This article

was originally published in the George
town Laze Journal.

Latin-American Food Code.— In A u
gust 1964, the L atin-A m erican Food 
Code Council published the Second Edi
tion of the L atin-A m erican Food Code. 
Beginning on page 550 of this issue of 
the J ournal, Chapter IX of the Code 
is reproduced. Regulations covering ce
reals, cereal p reparations and bakery- 
products are discussed. Included in this 
category also are m acaroni products 
(term ed alim entary  pastes) and special
ties originally peculiar to the Spanish 
diet, such as tortillas, pelotas and em
panadas. Rules governing bakeries and 
macaroni factories are clearly defined.

C hapters I-V  were published in the 
September 1965 issue of this J ournal; 
C hapters X II  and X I I I  in the October 
1965 issue: C hapter X V II in the No
vem ber 1965 issue; C hapter X in the 
Decem ber 1965 issue; C hapter V II  in 
the June 1966 issue; C hapter X V III  in 
the A ugust 1966 issue; C hapter X V I 
in the M ay 1967 issue; C hapter V I in 
the A ugust 1967 issue; C hapter XV  in 
the October 1967 issue; and Chapter 
X I in the August 1968 issue. All trans
lations have been by Ann M. W olf, 
form erly of New Y ork City, who has 
recently- taken up residence in Rome, 
Italy.
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Food-Drug Cosmetic Law

Have the FDA 
Hearing Regulations 

Failed Us?
By WILLIAM R. PENDERGAST

Mr. Pendergast Is a Member of the Washington,
D. C. Law Firm of Condon, McMurray & Pendergast.

Th e  r e c e n t  s p e e c h  b y  w i l l i a m  Go o d r i c h , g iving
his view s on the procedural problem s in handling Food and 

D ru g  A d m in istra tion  (F D A ) adm inistra tive  hearings, m erits our 
careful s tu d y .1 In  th is  speech, M r. Goodrich suggests th a t the  hear
ing  procedures a t F D A  are fa iling ; th a t the hearings are too pro
trac ted  ; th a t needless form alism s are being fo llow ed; and th a t, as a 
consequence, “new m ethods” of conducting  such hearings will have 
to be developed. If these assum ptions are correct then every law yer 
interested in Food and Drug law owes his clients and his profession 
a du ty  to  seek w ays to  rem edy the situation , to  suggest a lternatives, 
and  to  be careful th a t th is failure, if any there be, is not the resu lt 
of obstruction ism .

It is not in the public interest to have these procedural mechanisms fail. 
All th a t could come of such a failure w ould surely  be “ new m ethods,” 
born  of adm in istra tive  convenience, w hich, perhaps, w ould seriously 
lim it our righ ts  to  adm in istra tive  due process. T he righ ts affected

1 “The Food and D rug Administration’s tion, Banking and Business Law Section, 
View on Procedural Rules” delivered be- American Bar Association Annual Meet- 
fore a Joint Meeting of the Food and ing in Philadelphia, Pennsylvania on 
D rug Committee of the Administrative August 7, 1968. 23 Food Drug Cosmetic 
Law Section and the Division of Food, Law J ournal 481 (October, 1968). 
Drug, and Cosmetic Law of the Corpora-
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by the  form al hearings are too fundam ental and im p ortan t to be 
trifled w ith . T he affected industries m ust m ake every effort to  insure 
th a t F D A ’s actions are exposed to  the fu llest possible public scru tiny  
—som eth ing  th a t could be lost if the Congress, or the F D A , felt th a t 
cu rren t p ractices ju stify  change.

And, of course, before we go too far in follow ing M r. G oodrich’s 
lead, we m ust first exam ine his assum ptions. If they  are not valid 
then  our a tten tion  to  the problem s m ust be directed elsew here. T he 
principal assum ption, cen tral to  his entire  thesis, is th a t the  “pro
tracted, trial-type proceedings” have strained the administrative process 
“alm ost to  the break ing  po in t by delays and by g rea t financial ex
pense.” Is this so? A re the proceedings unduly protracted? Are the 
“tr ia l-ty p e” proceedings (if such there  be) som ehow  unnecessary  and 
do they  con tribu te  to  the  “undue p ro trac tio n ” ? And, finally, does th is 
delay (presum ably  in publish ing final, enforceable regu la tions) occur 
during, and because of. the “hearing"?

Formal Hearings Defended
R ecent experience over the last eight years suggests th a t not 

one of these assum ptions is valid, th a t the hearing  procedures have, 
on a broad view, been m ore than adequate ; th a t the proceedings have 
been no longer than  necessary to the sub ject m atte r and th a t “ trial- 
type” proceedings2 have worked best to protect everyone’s vital interests.

Since 1960 the F D A  has come to the po in t of holding form al 
hearings under the Food, D ru g  and Cosm etic A ct on 21 separate 
occasions. N ine of these hearings dealt w ith the  F D A ’s proposal to 
w ith d raw  new d ru g  applications or w ith F D A ’s refusal to approve 
new d rug  applications, and w hich clearly con stitu te  ad jud icato ry  
hearings— the so rt of hearing  w hich all au tho rities  and FD A  agree 
require full, tria l-type  proceedings. F or th is reason no tim e need be 
spen t on th is special problem .

T en of the hearings w ere ru le-m aking hearings w here FD A  w as 
estab lish ing  a s tan dard  of iden tity  for a food product or, in one case 
(prescrip tion  d ru g  ad v ertis in g ), estab lish ing  regulations for fu tu re  
conduct by the affected industry . T he rem ain ing  tw o hearings in
volved the listing  of tw o drugs as sub ject to  the D rug  Abuse C ontrol

a Presumably by this characterization tradition and not to ex parte proceedings, 
Mr. Goodrich refers to inter partes pro- long the anathema of our legal and legis- 
ceedings which are in the best democratic lative heritage.
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A m endm ents A ct of 1965.3 T he accom panying tab le dem onstra tes 
the  num ber of days and the length  of the tran sc rip t in each hearing. 
F rom  a read ing  of these tab les it is evident th a t m ost of these h ea r
ings, be they  ad jud ica to ry  or rule-m aking, were disposed of ra th e r 
quickly, w ith  the  longest com pleted ru le-m aking hearing  since 1960 
the  hearing  to  establish a standard  of id en tity  for peanu t bu tte r. 
Some review  of the adm inistra tive  h isto ry  of th is last s tan dard  is in 
order, in view of M r, G oodrich’s assum ptions and so th a t the function 
of the “hearing” procedure in a given situation might best he understood.

H E A R IN G S  A T  F D A  SIN C E 1 1960
Products Days* Pages*

Diethylstilbestrol 22 3,803
A ltafu r tablets 21 3,185
A llergim ist 4 745
Cothyrcbol 4 430
Parnate 2 90
Clysrodrast 2 48
Neo Barine 10 1.198
Pro Forma 2 204
U-Series 44 6,265
Prescription drug advertising 4 138
Coal ta r colors delisting 11 1,374
Jellies 2 234
Fruit Jelly 2 399
Cheddar Cheese 4 490
Orange Juice 27 3,434
Breaded Shrimp 9 1,308
Cheese Spreads 4 527
Peanut Butter 30 7,736
Orange Juice 8 874
Meprobamate 41 4,891
Librium-Valium 46 5,167

* T his figure includes the pre-hearing conference as well as the hearing  itself.

Procedural Method: Administrative History
F D A  first proposed a s tandard  for peanut bu tte r  on Ju ly  2, 1959,4 

and, pu rsu an t to s ta tu te , the affected industries and consum ers com 
m ented on th a t proposal. M ore than  tw o years later, FD A  acted 
upon these proposals and published an order estab lish ing  such a 8

8 Pub. L. 89-74. One other hearing is for special d ietary  purposes. See p. 529 
under way—the hearing to establish stan- below, 
dards under Sec. 401 for dietary products *24 F. R. 5391. 
and Regulations under 403 ( j )  for food
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s tan d ard .3 O bjections w ere filed to  the order and, on F eb ruary  1, 
1962,® the F D A  stayed its order witli no fu rth e r action forthcom ing 
from  the  agency un til N ovem ber 10, 1964, w hen the FD A . instead of 
acting  on the objections, published a still fu rth er revision of its, by 
then , 5-year old proposal.6 7

Some eight m onths later, on Ju ly  8, 1965, the  agency published 
still ano ther order estab lish ing  a stan dard  of id en tity  for peanut 
b u tte r .8 O bjections w ere filed to  th is order and, follow ing m ore pub
lications in the F ederal R egister, a hearing  on these ob jections finally 
began on N ovem ber 1, 1965, and continued, w ith  interruptions, until 
March 15, 1966, for a total of approximately 30 days of actual hearing, 
and a 7,736 page transcrip t.

On D ecem ber 6, 1967, e igh t m onths after the close cf the hearing, 
the F D A  published tentative findings concern ing a standard  for peanut 
b u tte r, pe rm ittin g  com m ents to  be filed un til M arch 6, 1968,9 the 
final version to  becom e effective O ctober 22. 196810 and, as of th is 
writing, an appeal has been taken from this order to the Court of Appeals.

T hus, alm ost ten  years elapsed from the date FDA. first began 
adm in istra tive  proceedings to  estab lish  a s tan dard  for oeanut b u tte r  
un til a final, appealable, s tan dard  w as published, surely  a very long 
tim e. B ut, it is clear th a t a g rea t deal of the  tim e which FD A  ap
paren tly  needed to  get th is regula tion  in final form was spent out of 
the hearing  w ith the  hearing  itself coun ting  for less than 1% of the 
entire  period of adm in istra tive  action. V iew ed in th a t light, it is 
m anifest th a t if there were any adm in istra tive  failures (and we don’t 
know  if th is is so) the failure was in ternal, a t FD A , ar.d bears no 
relation  to  the conduct of a hearing. If there  was no failure, then  any 
adm in istra tive  inquiry  w hich takes ten years to  com prehend surely  
deserves thirty days of hearing on the public record.

T he peanut b u tte r  hearing  is, up to  now, the  m ost egregious 
exam ple of an extended, ru le-m aking  procedure, bu t, w hen it is un der
stood in re lationsh ip  to  the entire process, we see th a t the hearing 
procedures them selves have not failed. T his hearing  w as hard-fought 
w ith  able counsel on bo th  sides and now th a t the m atte r is in the 
C ourt of A ppeals we should soon have a definitive judgm ent as to 
th e  m erits of the  “ tr ia l-ty p e” record they  have made.

6 26 F. R. 11209, November 28, 1961. 8 30 F. R. 8626.
6 27 F. R. 943. 0 32 F. R. 17482.
7 29 F. R. 15173. 10 See 21 C FR 46.1.
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M any of the o ther hearings w ere not concluded by final order bu t 
by o ther action, particu larly  in the d rug  area, w here the drug  com 
panies e ither abandoned th e ir efforts or reached some other se ttle 
m ent w ith  the agency. T he o ther food stan dard  hearings m oved 
a long  w ith  d ispatch , so far as can be judged from  th e ir length  and 
the  records. C ertain ly  none of them  gives 11s reason to  incrim inate 
the entire hearing procedure. Obviously, the hearing itself does not take up 
much time in the FD A  procedural activities, as Mr. Goodrich intimates.

Cross-Examination in Hearings
Mr. Goodrich also suggests that in such ru le-m aking proceedings 

the  usual “ tria l-ty p e” techniques are not in order. Because of the 
sta tem en ts he cites we assum e th a t his criticism  is directed here at 
the use of cross-exam ination in F D A  hearings. Mr. Goodrich quotes 
at length from  D avis. Administrative Law Treatise. In th is s ta tem en t, 
as given to us by Mr. Goodrich. P ro fessor D avis apparen tly  feels th a t 
a food stan dard  hearing is not the sort of place for un lim ited cross- 
exam ination  and th a t “ the m ethod of tria l has no place except when 
specific facts are in issue, and even then should seldom be used when 
the d ispu ted facts are leg islative.”11 U n fo rtunate ly , Mr. G oodrich's 
quotation  does not reveal the exam ples of food stan dard  issues which 
P rofessor D avis had in m ind w hen he expressed his displeasure w ith 
“ tr ia ls” at FD A . T he P rofessor had earlier noted th a t the FD A  
testim ony often dealt w ith  such questions as w hether “go lden” 
should be permitted as a synonym  for “yellow .” w hether pear halves 
should have a m inim um  w eight of j4  ounces or M ounces, and w hether 
tom ato  puree m ade from peelings should be labeled “ trim m ing s” or 
“ tom ato  by -p roducts.”12 O f course, these are plainly exam ples of 
the sort of “fac ts” w hich are not am enable to sharp  dispu te and 
P rofessor D avis, in com m enting on them , w as correct in s ta tin g  th a t 
unlim ited cross-exam ination about them  and o ther tria l techniques 
are unsuited  in such a proceeding.

B ut such exam ples are certa in ly  no t now, if they  ever w ere, 
represen ta tive  of the true  na tu re  of FD A  rule-m aking hearings. A 
good deal of the evidence cu rren tly  presented  at such FD A  hearings 
falls squarely  w ith in  the exception noted by P rofessor D avis— for * 382

11 Davis, Administrative Laze Treatise, 12 See footnote 11.
W est Publishing Co., 1958, Sec. 6.06, p.
382.
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such evidence docs involve “specific facts in issue.” nam ely, sharp 
factual d ispu tes based on scientific opinion expressed by leading ex
perts in the various disciplines of science. In the peanut bu tte r 
s tandard  hearing, for instance, there w as a sharp  difference of expert 
opinion as to  w hether added v itam ins should be perm itted  as optional 
ingredients in peanut bu tter. In the tw o hearings to  sub ject certain 
drugs to the D rug  A buse A ct of 1965, experts w ere called by both 
sides to p resen t varying , and som etim es con trad ic tory , views on 
pharm acology, chem istry , therapeutics, and the practice (if m edicine. 
But, using the past as prologue, the m ost ou ts tan d in g  exam ple of a 
ru le-m aking hearing  w ith precise and highly con troverted  fact issues 
is the curren tly  under w ay hearing  on dietary regulations, m entioned 
in an earlier foo tno te .13 A lm ost the entire  testim ony to  date in th is 
h earin g  has consisted of expert opinion on specific fact questions 
such as the nu tritional s ta tu s of the A m erican population, the need 
in the hum an diet of certain  nu trien ts , and the need in hum an n u tri
tion for large am ounts of m any vitam ins and m inerals.

Such fact issues are plainly far different from  the ones referred 
to  by P rofessor D avis in the tex t cited by Mr. Goodrich. P rofessor 
D avis him self clearly  re jects any notion of a broad-scale rem oval of 
the righ t to  cross-exam ination in adm in istra tive  hearings. Tn com 
m enting  on a proposal to  place cross-exam ination  en tirely  in the 
discretion of the hearing  exam iner w ith  such exam ination to  be rare ly  
g ran ted , P ro fessor D avis says th a t the “proposal is a good one for any 
case in w hich the dom inant evidence is econom ic . . . But the . . . 
proposal should and will be re jected  for reso lv ing factual d ispu tes 
about narrow  and specific questions . . .” .14

T he ho ld ing in Reilly v. P inkus15 w ould indicate th a t opinion 
m edical testim ony  is the sort of “fact dispute” discussed bv Professor 
D avis and w hich requires careful cross-exam ination . In  Pinkus, the 
Suprem e C ourt held th a t it w as erro r to  exclude from a post office 
adm in istra tive  hearing  cross-exam ination  based upon m edical tex ts. 
As the Suprem e C ourt said “ It certa in ly  is illogical, if not actually  
unfair, to  perm it w itnesses to  give expert opinions based on book

18 FDC-78. This hearing is by all cri
teria protracted. Since it is now in ses
sion it would be inappropriate to  discuss 
whether it is unduly protracted or 
whether the history of these Regulations

reflect sound administrative policy and 
due dispatch.

14 2 Davis, Administrative Lazv Trea
tise, W est Publishing Co., 1965 Supple
ment. Sec. 14, 15, p. 56

15 338 U. S. 269.
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know ledge, and then  deprive the  party  challenging such evidence of 
all oppo rtun ity  to  in terro gate  them  about d ivergen t opinions ex
pressed in o ther reputable books.” 1“ I t  is obvious th a t the Suprem e 
C ourt a t least, if no t the  FD A , believes th a t expert m edical opinion 
m ust be sub jected to rigorous cross-exam ination .

I t  is self-evident th a t if scientific opinions are to  be adequate ly  
tested  they  m ust be sub jected  to the m ore rigorous so rt of cross- 
exam ination . In  such scientific areas as the  F D A  regulates, every  
tool of tria l practice m ust be utilized to insure th a t the evidence which 
goes in to the  record is precise as to  natu re  and scope and th a t there  
be no likelihood th a t a given opinion is la te r held to ju stify  som eth ing  
m ore than  the au tho r of th a t opinion intended. F o llow ing such rule- 
m aking hearings the F D A  publishes findings of facts w ith  c itations 
to  the  record and, unless the scope of a w itness’ answ er is carefully  
tested  on cross-exam ination , there is no assurance th a t the FD A  m ight 
no t find th a t such an answ er contains far m ore than  the w itness or 
the  partic ipan ts expect.

T he use of cross-exam ination is especially im portan t in FD A  
hearings w here the  parties do not have the pow er to  subpoena w it
nesses whose testim ony m ight conceivably rebu t such expert opinion. 
In  such a situation , extensive cross-exam ination m ight well be the 
only vehicle, how ever feeble, available to a con testan t. N either Mr. 
G oodrich nor P ro fessor D avis has com m ented upon th is factor in 
th e ir discussions of the use of cross-exam ination in FD A  rule-m aking 
proceedings, b u t certain ly , it is a pertinen t point and should be taken  
in to  account in assessing w hether th is “ tr ia l-ty p e” technique is proper 
at FD A . V ery  often, experts are w illing  to  appear on behalf of the 
G overnm ent b u t are un derstandably  reticen t about re tu rn in g  la ter on 
behalf of ano ther partic ipan t. A nd also, m any experts are unw illing 
to  appear on behalf of com panies and testify  either in opposition to  
opinions expressed by  th e ir fellow experts or against the  announced 
position  of such an im portan t federal agency.

I do no t m ean to suggest th a t F D A  hearings are m odels of 
adm in istra tive  procedure. T here  are, indeed, im provem ents to  be 
m ade in the hearing  regulations as well as in the conduct of the 
hearings them selves. 10

10 See footnote 15, page 275.
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In  th is regard , m any innovations have been considered and could 
well be incorporated  in general hearing  regulations. F o r instance, in 
the d ie tary  hearing, the  E xam iner has required  th a t a  p arty  p resen t
ing a w itness serve upon all o ther parties, a t least 10 cays before the 
w itness testifies, a sum m ary of the w itn ess’s an ticipated  testim ony 
to gether w ith  his curriculum  vitae and bibliography. T his has proved 
a g rea t help in p reparin g  for testim ony of w itnesses and could well 
be incorporated  in a general regulation . T he E xam iner has also re 
quired th a t scientific articles upon w hich the w itness in tends to  rely 
be identified w ith  p articu la rity  by the p arty  offering the w itness so 
th a t it will not be necessary for the o ther parties to  search ou t and 
read every article  w ritten  by the  w itness. F inally , oral a rgum ent on 
R ulings from  the Bench is heard only w hen the E xam iner requests it. 
Such procedures should be considered in any future hearing regulations.

T o sum  up, the  facts of the last e igh t years w ould appear to  
contradict M r. Goodrich’s fears that the administrative hearing process 
is failing  at FD A . C onsidering the  broad range of p roducts sub ject 
to F D A  regulation  and  the broad areas of science reached by such 
regulations, th ere  is no reason to  believe th a t the few hearings held 
since 1960 have con tribu ted  in any m easurable am ount to  a delay in 
the proposal of final, enforceable regulations. D elays there  have been, 
bu t the record w ould seem to  indicate th a t the delays are the resu lt, 
and perhaps the necessary result, of lengthy internal deliberations at FDA.

I t is clear th a t the  g rea t delay th a t occurs so often betw een the 
prom ulgation  of proposed F D A  regulations and th e ir publication in 
final form  is very  often the  resu lt of a lam entable tendency  on the 
p a rt of the F D A  to  hastily  propose unscientific, incom plete, ill- 
considered, “shoot-from -the-h ip” regula tions w hich, aE er scru tiny  by 
the in du stry  and, in som e cases, by the  hearing  procedure require 
considerable revision and reconsideration. P erh aps m ore careful staff 
work before the hearing procedure ever begins would be a better solution to 
F D A ’s problems than any broad-scale revision of hearing procedures.

Conclusion

[T h e  E n d]
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The GMP Regulations 
and the Proper Scope 

of FDA Rulemaking Authority
By WESLEY E. FORTE

The Following Article Is Reprinted from the Georgetown 
Law Journal.* Mr. Forte, a Member of the Pennsyl
vania Bar, Is an Attorney with the Borden Company.

Am o n g  t h e  m o s t  i n t e r e s t i n g  a n d  s i g n i f i c a n t
legal developm ents of the 1960’s has been the expansion of the 

real and pu rported  pow er of federal agencies to  issue ru les and reg u 
lations hav ing the force and effect of law. O ccasionally, th is  expan
sion has been the  d irect resu lt of new federal legislation, as. for ex
am ple, w hen C ongress enacted the F a ir P ackag ing  and L abeling  Act, 
au tho riz ing  the Food and Drug Administration (F D A ) and F ederal 
T rade Com m ission (F T C ) to issue substan tive  regula tions restricting 
the  packaging and labeling of consum er com m odities.1 M ore often, 
however, the expansion of the federal agencies’ pow er to issue reg u 
lations having the force and effect of law has not been the resu lt of any 
new  leg islation .2 Instead , federal agencies have assum ed th is  power 
by a new interpretation of an already ex isting  s ta tu te . An exam ple of 
th is is the  F T C ’s new ly discovered pow er to  issue trade  regulation  
ru les.3 A tem porary  climax to this trend was probably  reached w hen,

* C opyright 1968 by the Gcorgetozvn 
Law  Journal. Reprinted, by permission 
of the copyright holder and author, from 
56 Geo. L. J. 688 (1968).

1 See F air Packag ing  and L abeling  
Act §§4-7, 15 U. S. C. §§ 1453-56 (Supp. 
I I ,  1965-1966).

2 See, for example, FD A Dietary Food 
Regs., §80, 31 Fed. Reg. 15,730 (1966). 
This regulation is based upon a new 
in te rp re ta tion  of §401 of the Federal

Food, D rug  and Cosm etic Act, which 
allegedly perm its the prohib ition  of the 
use of certain  ingred ients in all foods 
except those listed by the FD A . T he 
validity  of th is in te rp re ta tion  has been 
challenged by industry.

3 See FT C  Trade Reg. Rules. 2 T rade 
Regulation Reports (flf7915-42 (1965). 
T he basis fo r these rules is sta ted  at 29 
Fed. Reg. 8325, 8364-73 (1964).
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in the Federal Register of December 15, 1967, the FD A  announced a 
proposed new code in tended to regula te  the physical facilities, equip
ment, grounds, and operation of all plants processing foods for shipment 
in in te rsta te  com m erce.4

T he proposed new code, com m only called the Good Manufacturing 
P ractice or G M P regulations, is an odd com bination o: generalities 
and specifics. It requires “ad eq uate”5 ligh ting , ven tilation , and em 
ployee facilities for ea ting  and for sto rage of clothes, prescribes th a t 
all doors to to ilets shall be self-closing, and proh ib its  “excessively” 
dusty  roads on grounds su rro un d in g  the plant. I t  also requires “ade
quate" san ita ry  facilities, “sufficient space” for "orderly” placem ent of 
equipm ent in the plant, and conform ity  by em ployees to  “hygienic 
p ractices” while on du ty .6 T hese regula tions were prom ulgated  “to 
establish criteria  for cu rren t good m anufac tu ring  practice (sanitation) 
in the manufacture, processing, packaging, or holding of human foods 
to effect compliance with section 4 0 2 (a )(4 )  of the act . . .

Section 40 2 (a)(4 ) of the Federal Food, D ru g  and Cosm etic Act 
provides th a t a food is adu ltera ted  if it has been prepared, packed, or 
held under insanitary conditions w hereby it m ay have becom e con
tam inated  w ith filth or rendered in ju rious to  hea lth .8 Shipm ent of 
adu ltera ted  food in in te rsta te  com m erce is a crim inal offense, whether 
or not the person responsible for the shipm ent in tended to  violate the

* F D A  Good M anufacturing  P ractice 
R egulations for Foods, 32 Fed. Reg. 
17,980 (1967) [hereinafter cited as GM P 
R egs.].

s “A dequate” is defined in the regu
lations as m eaning in conform ity w ith 
local, state, and public health  require
m ents or recom m endations, or in the 
absence thereof, in keeping w ith  good 
public health  practice. See footnote 4 
at § 128.1(a).

It is difficult to understand how this 
definition helps the regulations. W heth
er a practice is “in keeping with good 
public health  practice” is as abstruse as 
w hether the practice is “adequate.” 
N either approach gives any  reasonably 
precise definition of the offense pre
scribed by the Act.

A dditionally, one m ay question the 
w isdom  of the F D A ’s adoption of 
varying local sanitation  requirem ents 
as a national code. W hy  should the 
sanitation required under national law

differ because different plants have dif
ferent locations? W ill F D A  inspectors 
he satisfied w ith proof tha t a sanitation 
practice—no m atte r how bad it is— 
conform s to local recom m endations? 
Are all local sanitation recommendations 
so good tha t they should be incorpo
rated  in national law? H ow  does the 
adoption of local standards for sani
tation raise the average plant sanita
tion level as suggested in Sm ith Can
ning? See text accompanying notes 43- 
55 below. Are local plants presently not 
complying with local law? If the FD A  
is m erely going to enforce local law, 
it would be easier for the federal gov
ernm ent sim ply to give gran ts  to the 
states and m unicipalities so th a t they 
m igh t be tter enforce their own laws.

0 “H ygienic practices” seems nearly  
as vague as “adequate,” yet it is not 
defined at all in the regulations.

7 GM P Regs., Introduction at 17,980.
s 21 U. S. C. § 342(a)(4) (1964).
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law .9 A ccording to  the  F D A , com pliance w ith  the G M P regu lations 
constitu tes com pliance w ith section 402(a) (4) of the  A ct.10 W hether 
noncom pliance w ith  the  G M P regulations in and of itself m akes a 
food adu lte ra ted  and m akes all persons hav ing a reasonable re la tion 
ship to  such adu ltera tion  becom e candidates for prison sentences is 
unclear. Since the  F D A  prom ulgated  the  G M P regu lations as criteria 
to  effect com pliance w ith  the  A ct, it w ould appear th a t the  FD A  
in tends these regula tions to  have the force and effect of law .11 T he 
th o u g h t of corporate m anagers being given a tr ip  to  the  hoosegow  
because th e ir p lant did not m eet the ra th e r am biguous requirem en ts 
of “ad eq uate” san ita ry  facilities or ligh ting , or because the  p lan t 
prem ises had “excessively” du sty  roads, or because an em ployee failed 
to  conform  to “hygienic p ractices” has caused predictable shudders in 
the business com m unity .12 Such vague requirem ents in substan tive  
regulations prom ulgated  under a crim inal s ta tu te  w ould also seem 
to raise grave doubts under the  due process clause of the fifth am end
m ent and under the  six th am endm ent of the C o nstitu tio n .13

” 21 U. S. C. § 333 (1964); see United 
States v. Dotterweich, 320 U. S. 277 
(1943); United States v. Parfait Powder 
Pnff Co., 163 F. 2d 1008 (7th Cir. 1947), 
cert, denied. 332 U. S. 851 (1948). See 
also United- States v. Wiescnfeld Ware
house Co.. 376 U. S. 86 (1964).

10 See GM P Regs., Introduction and 
§ 128.2, at 17,980.

11 See footnote 10. Section 128.2 ex
plicitly states tha t the criteria in the 
G M P regula tions “shall apply” in de
term in ing  w hether the facilities and 
controls are “administered in conformity 
w ith good m anufactu ring  practices to 
produce under san itary  conditions food 
for hum an consum ption.”

12 R elationships betw een plant per
sonnel and F D A  inspectors du ring  in
spections authorized by § 704, 21 U. S. C. 
§ 374 (1964), have been a  frequent source 
of friction under the Federal Food, 
D rug  and Cosm etic Act. F D A  inspec
to rs  often dem and inform ation which 
far exceeds th a t w hich industry  is ob
ligated to furnish under the Act, and 
in du stry ’s refusal to give th a t infor
mation is not always accepted graciously. 
See H utt. “Factory Inspection Authority 
—The Statutory Viewpoint,” 22 F ood 
D rug Cosmetic L aw J ournal 667, 670 
(December, 1967). I t  is inevitable that
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industry opposes regulations which seem 
to grant FD A  inspectors the au thority  
to speculate concerning w hether facili
ties and contro ls are  “adequate” or 
roads “excessively dusty.”

13 Section 402(a)(4) of the Act p ro
hibits the m anufacture, packing, and 
holding of food under insan ita ry  con
ditions w hereby it m ay have been con
tam inated  w ith filth, and to date has 
been upheld as constitu tional. See 
Golden Grain Macaroni Co. v. United 
States. 209 F. 2d 166 (9th Cir. 1953) ; 
Berger v. United States. 200 F. 2d 818 
(8th Cir. 1952); United States v. Gnome 
Bakers. Inc., 135 F. Supp. 273 (S . D. 
N. Y. 1955) ; cf. United States v Wiesen
feld Warehouse Co., 376 U. S. 88, 91 
(1964). H ow ever, the G M P regula
tions m ay well be m ore vague than 
the sta tu te  itself and m ay thus be un 
constitu tional. I f  the regulations are 
substantive and extend the prohibition 
beyond the express words of the statute, 
there is no th ing  incongruous about this 
conclusion. Even if the regulations 
are in terpretive, the ir am biguity  m ay 
illustrate the vagueness of the s ta tu te  
and result in an overruling  of prior 
holdings of constitu tionality . U nder 
the Federal Food, D ru g  and Cosm etic 

(Continued on next page.)
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The Fundamental Problem
T he underlying' question, how ever, is no t w hether the  F D A ’s 

G M P regu lations are good regulations or bad regulations. T heir 
defects (including th e ir  am biguity ) only accen tuate the m ore funda
m ental problem — w hether the FD A , in prescrib ing  the procedures to 
be followed in equipping and op era tin g  food plants, has the au tho rity  
to  issue regula tions hav ing the force and effect of law. T he G M P 
regulations include a m ultitude of restric tions which m ay in general 
be desirable san ita ry  practices, b u t w hich m ay or m ay not resu lt in 
a food being prepared, packed, or held under in san ita ry  conditions in 
any individual case. F or exam ple, equipm ent m ay no t be readily  
cleanable as required  by the regulations, b u t p lan t personnel m ay 
invariably clean i t ; roads near the p lant m ay be excessively dusty , bu t 
the  p lant m ay be so constructed  th a t dust never e n te rs ; or doors to 
to ilets m ay no t be self-closing, bu t the employees m ay invariab ly  close 
them . T he param ount question raised by the proposed G M P regu la
tions is th us w hether the FD A  m ust prove in each case th a t food was 
prepared, packed, or held under in san ita ry  conditions w hereby it m ay 
have been con tam inated  by filth, or w hether the  F D A  has the  power 
to  prescribe legislative regula tions w hich extend far beyond the ex
press w ords of the s ta tu te  and which require generally  desirable 
san ita ry  practices.14

T he asserted  au th o rity  for the prom ulgation  of the G M P regu la
tions is Sections 402(a) (4) and 701 (a) of the  F ederal Food, D rug  
and Cosm etic A ct.15 Section 40 2 (a)(4 ) does not pu rp ort to  g ran t any 
regu la to ry  a u th o r i ty ; it m erely provides th a t a food is adu ltera ted  
if it is prepared, packed, or held under in san ita ry  conditions.16 Sec-
(Footnote 13 continued.)
A ct (as well as o th e r s ta tu te s ), there 
m ust be fair w arn ing  and fair and ef
fective notice of the actions prohibited 
by law. See United States v. Cardiff, 
344 U. S. 174 (1952). See also United 
States v. Fabro, Inc., 206 F. Supp. 523 
(M . D. Ga. 1962).

14 T he distinction is perhaps best il
lu stra ted  by the regulations, rules, and 
guides prom ulgated  by the F T C . T he 
F T C  recognizes th ree d istinct ca te
gories of administrative prom ulgations: 
trade regulation  rules w hich are con
sidered substantive, the violation of 
which is considered to  be in and of 
itself illegal; trade practice rules which 
are considered in terpretive, the viola-
GMP REGULATIONS AND FDA AUTHORITY

tion of which is considered illegal only 
insofar as the same act may constitute 
a  violation of the underly ing  s ta tu te ; 
and guides w hich are considered to  be 
administrative interpretations of the law, 
sim ilar to  advisory opinions of the 
F T C . See 16 C. F. R. §§ 1.63, 1.62,
1.55 (1967).

The G M P regulations raise the ques
tion of whether the FD A  can prescribe 
a national sanitation code equivalent to 
an F T C  T rade  R egulation Rule or 
w hether the F D A ’s ru lem aking pow er 
in this area is lim ited to  in terpretive 
rules or guides.

15 See G M P Regs., Introduction at 
17,980.

18 21 U. S. C. § 342(a) (4) (1964).
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tion  701(a), how ever, presents m ore difficult questions. I t  s ta te s : 
“T he  au th o rity  to  prom ulgate  regu la tions for the  efficient enforce
m ent of th is chapter, except as otherw ise provided in th is  section, is 
vested in the  S ecretary .’’17 T he effect of the  G M P regulations will 
be determ ined by the m eaning of these words.

E nactm en t of the F ederal Food. D ru g  and Cosm etic A ct climaxed 
a five-year battle between Government and industry. The predecessor 
statute, the Food and Drugs Act of 1906,18 had proved inadequate to  
curb  the  frauds perpetra ted  upon the public by unscrupu lous m anu
factu rers. F orem ost am ong these frauds was econom ic adulteration ,19 
the  producing and selling of foods w hich look like, taste  like, and are 
used for the sam e purposes as m ore expensive foods, bu t w hich con
ta in  (or are “econom ically ad u lte ra ted ’’ w ith ) less expensive ingre
dients.20 U n der the 1906 A ct. the F D A  had to  prove the  s tandard  
or “p rop er” com position of each generic food in each case before it 
could prove that the cheaper food was a debased product which violated 
the A ct.21 T he lack of a generally  estab lished com position for com 
m only debased foods ham pered enforcem ent of the 1906 Act, and w hen

17 21 U. S. C. § 371 i'a) (1964).
18 A ct of June 30, 1906, ch. 391S, 34 

S tat. 768 (repealed 1938).
19 See O. Anderson, The Health of a 

Nation 69 (1958) ; H art, “Food Adulter
ation in the Early Twentieth Century,” 7 
F ood D rug Cosmetic L aw J ournal 485 
(August, 1952). See also Anderson, “Pio
neer S ta tu te : The Pure Food and Drugs 
Act of 1906,” 13 J. Pub. L. 189 (1964).

20 See, for example, Union Dairy Co. 
v. United States, 250 F. 231 (7th Cir. 
1918) (m ilk diluted by w ater) ; William 
Henning & Co. v. United States, 193 F. 
52 (5th Cir. 1912) (catsup diluted by 
pum pkin ); Frank v. United States, 192 
F. 864 (6th Cir. 1911) (pepper diluted 
by co rn ); United States v. Frank, 189 
F. 195 (S. D. Ohio 1911) (lemon extract 
diluted by alcohol and w ater).

T he m ost prom inent exam ple was a 
p roduct know n as “ Bred Spred,” which 
lacked m uch of the expensive elem ent 
(fru it) usually  contained in jam . T he 
three Bred Spred cases ended unhappily 
for the G overnm ent. See United States 
i'. Ten Cases of Bred Spred, 49 F. 2d 
87 (8th Cir. 1931); United States v. 
Fifteen Cases of Bred Spred, 35 F. 2d 
183 (7th Cir. 1929); United States v.

49% Cases of Bred Spred, M. W hite &
O. Gates, Decisions of Courts in Cases 
Under the Federal Food and Drugs Act 
1204 (1934) (E . D. M ich. 1904). T he 
Bred Spred cases are credited with 
furn ish ing  m uch of the im petus for the 
Federal Food, D ru g  and Cosm etic Act. 
See 62 Cases of Jam v. United States, 
340 U. S. 593 (1951); United States v. 
Thirty Cases of Leader Brand Strazv- 
berry Fruit Spread, 93 F. Supp. 764 
(S. D. Iow a 1950).

21 U nder the 1906 Food and Drugs 
Act, the FD A did not have the autho
rity to promulgate regulations having 
the force and effect of law describing 
the com position of foods. See C raw 
ford, "Ten Years of Food Standardiza
tion,” 3 F ood Drug Cosmetic L aw J our
n a l  243, 244-45 (June, 1948). Interpre
tive regulations were issued defining 
some foods, but these regulations were 
usually not given any weight. See, for 
example, United States v. Sudft & Co., 
M. W hite & O. Gates, below note 20, at 
1146 (D. Ore. 1925) ; United States v. 
St. Louis Coffee &■  Spice Mills, 189 F. 
191 (E. D. Mo. 1909). B ut see United 
States v. Frank, 189 F. 195 (S . D. Ohio 
1911).
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a revision was proposed, the F D A  argued  th a t it should be given the 
pow er to  p rom ulgate  definitions and stan dards of iden tity  w hich w ere 
not merely advisory but which would have the force and effect of law.22

A Schizophrenic Statute
T he proposal to  perm it the  F D A  to define foods in regulations 

hav ing the force and effect of law  divided C ongress.23 Q uestions were 
raised concerning both the advisab ility  of such regulations and the 
procedural safeguards necessary  to  p reven t th e ir a rb itra ry  p rom ulga
tion .24 Congress, in the F ederal Food, D rug  and Cosm etic A ct of 
1938, finally au thorized  the F D A  to issue definitions and stan dards of 
id en tity  and certain  o ther regula tions hav ing  the force and effect of 
law, b u t circum scribed th is  au th o rity  w ith  the s tric te st procedural 
lim ita tions.25 T hese lim itations, con tained in section 701 of the  Act, 
require a public hearing  on proposed regu lations and detailed findings 
of fact based upon substan tia l evidence developed in the  record of 
the  hearing .26 T he s ta tu te  also provides for judicial review  of the 
regulations by  a U n ited  S ta tes court of appeals on the  petition  of any 
person adversely  affected by the  regu la tions.27

22 W alte r Campbell, then Com m is
sioner of Food and D rugs, regarded 
the provision for standards of identity 
as one of the m ost im portan t provi
sions in the Federal Food, D rug  and 
Cosm etic Act. See Federal Security 
A dm ’r v. Quaker Oats Co., 318 U. S. 
218, 231 n. 7 (1943).

23 C om m issioner Campbell, rem ark
ing on S. S, the bill w hich ultim ately 
becam e the Federal Food, D ru g  and 
Cosm etic Act, s ta ted : “T he m ost popu
lar criticism  directed at th is bill is that 
it confers unusual and unnecessary 
au thority  upon the adm inistrative of
ficer. I t  is asserted  tha t it is a m ere 
skeleton of legislation with accompany
ing w arran t to  the S ecre tary  to fill in 
its needed provisions. . . .  I t  is ex
trem ely difficult, if not im possible, to 
form ulate a legislative m easure which 
will provide for adequate protection  of 
the consum ing public in the regulation 
of a subject as com plex and varied as 
production and traffic in foods, drugs, 
and cosmetics. I t  is necessary, after 
a clear indication of the legislative 
purpose, to delegate to  the executive

branch the task of fact-finding as a 
prelim inary to the form ulation of reg u 
lations for the purpose of giving effect 
to the expressed legislative in ten t.” 
C. D unn, Federal Food, Drug & Cos
metic A c t 1230 (1938). H e then went on 
to discuss many of the provisions autho
rizing regulations having the force and 
effect of law, at 1230-32. See also S. 
Wilson, Food and Drug Regulation 97- 
99, 105-07 (1942), Kleinfeld, “ Legisla
tive H istory of the Federal Food, D rug 
& Cosmetic Act,” 1 F ood Drug Cosmetic 
L aw J ournal 532, 539-40, 544-45 (D e
cem ber, 1946).

24 Fuchs, “F orm ulation  and Review of 
Regulations Lhrder the Federal Food, 
D rug & Cosmetic Act,” 5 Law  & Con- 
temp. Prob. 43, 46-48 (1939).

23 S ee21 U. S. C. §§ 371 ( e ) - (g )  (1964).
23 21 U. S. C. § 371(e) (1964). T he 

Federal Food, D rug and Cosmetic A ct 
is alm ost unique in requiring  hearings 
prior to  the issuance of rules of gen
eral applicability. See A tto rney  Gen
eral, Manual on the Administrative Pro
cedure A c t  32-33 (1947).

27 21 U. S. C. § 371(f) (1964).
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Section 701 of the F ederal Food, D ru g  and Cosm etic A ct is a 
schizophrenic s ta tu te . Section 701(a) au thorizes the prom ulgation  of 
regu la tions “for the efficient enforcem ent“ of the A ct, b u t sections 
701(e), (f) , and (g) set forth  a detailed procedure for public hearing  
and judicial review  of regula tions prom ulgated  only under sections of 
the  s ta tu te  other than  section 701(a).28 R egulations sub ject to  the 
procedural provisions of sections 701(e), (f) , and (g) clearly  have 
the  force and effect of law .20 T he question is w hether section 701(a) 
regula tions, lacking such procedural safeguards, also have th a t effect, 
or w hether they are m erely in terp re tive  regulations.

In  con trast to  the g rea t debate on the provisions for a public 
hearing  and judicial review  in sections 701(e), (f), and (g ), section 
701(a) a ttrac ted  alm ost no a tten tion . T he absence of th is a tten tion  is 
in itself significant. C ongress in 1938 w as deeply divided on the 
question of w hether the F D A  should be able to  p rom ulgate definitions 
and stan dards of iden tity  for foods and o ther regulations hav ing  the 
force and effect of law  and u ltim ately  g ran ted  th is au tho rity  only w ith 
the  s tric te st procedural safeguards.30 N one of these procedural lim-

2,1 Section 701(e) and (f) procedures 
are made explicitly applicable to the 
prom ulgation of standards of identity  
for foods, labeling requirem ents for 
special dietary foods, regulations p ro 
viding for issuance of permits to govern 
processing of foods which m ay be 
contaminated with micro-organisms, regu
lations establishing tolerances for poison
ous or deleterious substances added to 
foods, regulations fixing methods deter
m ining streng th  or purity  of drugs, and 
regulations describing those drugs which 
must bear labeling indicating that they 
are habit-form ing. See 21 U. S. C. 
§§ 371 (e )-(f) , 341, 343(j), 344(a), 346, 
351(b), 352(d) & 352(h) (1964).

22 S tandards of identity  are given the 
force and effect of law by § 403(g), and 
d ietary  food regulations by §403(j). 
21 l \  S. C. § § 343(g) & (j) (1964). 
P erm its  for packing food which may 
be contam inated w ith m icro-organism s 
are in effect exemptions from § 402(a ) - 
(4). 21 U. S. C. § 342(a)(4) (1964). 
Regulations granting tolerances for poi
sonous and deleterious substances are 
in effect exem ptions from  § 402 (a)(1 ). 
21 U. S. C. § 342(a)(1) (1964). T hese 
exem ptions by the ir very nature have 
the effect of law. Both regulations
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providing for tests for establishing purity 
of drugs and regulations designating  
those drugs which m ust bear w arn 
ings tha t they are habit-form ing are 
given the force and effect of law by the 
sections of the Act which au thorize 
the prom ulgation  of such regulations. 
21 IT. S. C. §§ 352(b) & (d) (1964).

T here is, however, no specific p ro
vision in the Federal Food, D rug  and 
Cosm etic Act which provides th a t a 
violation of a § 701(a) regulation is a 
violation of the Act. T his om ission is 
probably due to the fact tha t Congress 
intended § 701(a) to au thorize in te r
pretive, not substantive, regulations.

32 One commentator regarded the dis
pute over judicial review of the FD A ’s 
regulations as the last m ajor battle 
of the cam paign for new legislation. 
See Cavers, “The Food, Drug & Cos
metic Act of 1938: Its Legislative H is
tory and Its Substantive Provisions,’’ 6 
Laze & Contemp. Prob. 2, 20 (1939). This 
battle was caused mainly by the apple 
growers, who feared that the FDA would 
unreasonably restric t their use of pesti
cides under the new Act. See pages 
15, 20-21. T his last dispute, how ever, 
was m erely one aspect of the m any 

( Continued on next page.)
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ita tions was applicable to  section 701(a) regulations. I t  seems incon
ceivable th a t Congress, a fter five years of debate on the procedural 
lim itations to  be placed on the prom ulgation  of som e substan tive  
regulations, w ould au thorize  the issuance of o ther regulations hav ing 
the  force and effect of law  w ith ou t debate and w ith ou t any procedural 
safeguards. T he possibility  th a t th is occurred is fu rth er dim inished 
by  the fact th a t if section 701(a) does au thorize issuance of regu la
tions hav ing the  force and effect of law, the  sole lim ita tion  on th is 
pow er is th a t the regula tions fu rth er the  “efficient enforcem ent of the 
A ct,” a lim itation  which is so general th a t it is v irtua lly  nonex isten t.31 
If section 701(a) regula tions are substan tive . C ongress gave the FD A  
a g ran t of pow er so broad th a t it lite ra lly  sw allow s every o ther 
au th o rity  in the A ct to  issue regulations, including the m uch debated 
au th o rity  to  issue definitions and stan dards of iden tity  for foods.32 
I t  s tra in s credulity  to suggest th a t a C ongress w hich carefully  c ir
cum scribed au th o rity  to  issue substan tive  regula tions w ith  substan tive  
and procedural lim ita tions also delegated a ru lem aking  pow er to  the 
FD A  encom passing all of the specific ru lem ak ing  au th o rity  w ith ou t 
prov id ing  any substan tive  or procedural lim ita tions.33

I t  is no t necessary  to  depend solely upon inference to  dem on
s tra te  th a t Congress did no t in tend to  m ake section 701 (a) regula tions 
legally binding. T he sam e conclusion is clear from  Senate and H ouse 
reports  du ring  the legislative h is to ry  of the  F ederal Food, D rug  and 
Cosmetic Act. For example, the 1935 Senate bill contained two separate
(Footnote 30 continued.)
objections to  the F D A ’s pow er to is
sue rules and regulations having the 
force and effect of law. See page 9.

31 P resum ably , all regulations issued 
by the F D A  fu rther efficient enforce
m ent of the Act.

32 Since there are no procedural limi
tations on § 701(a) regulations, and no 
substantive lim itations save tha t they 
m ust fu rther efficient enforcement of the 
Act, the Secretary  could, if these reg u 
lations have the force of law, d isre
gard  all specific rulem aking au thority  
in the Act and rely solely upon § 701 (a ) , 
thereby  circum venting the §§ 701(e)- 
(g ) requirem ents of notice, hearing, 
and judicial review. 21 U. S. C. §§ 371- 
fa), (e )-(g )  (1964).

33 The proposed GM P regulations are 
an exam ple of the unlim ited pow er

wThich the F D A  finds in § 701(a) of the 
statute. T he regulations were pub
lished in the Federal Register and in
du stry  was perm itted  to m ake w ritten  
com m ents on them . H ow ever, p resum 
ably there will be no rig h t to a public 
hearing, no requirem ent th a t the regu
lations be based upon detailed findings 
of fact, and no judicial review through  
the § 701(f) procedure, since §§ 701(e)- 
(g) are inapplicable to §701 (a) regula
tions. The FD A is asserting the right to 
issue regulations having the force and 
effect of law which regulate the facilities 
and operations of all interstate sellers of 
foods w ithout giving these sellers the 
benefit of the procedural lim itations 
w hich would apply if the F D A  were 
a ttem p ting  to issue a standard  of iden
tity  for the least im portan t food in the 
U nited  States. 21 U. S. C. §§371 (a), 
(e )-(g )  (1964).

GMP REGULATIONS AND FDA AUTHORITY PAGE 539



provisions for ru lem aking pow er. Section 701(a) provided th a t the 
au th o rity  to  p rom ulgate  regula tions for the efficient enforcem ent of 
the  A ct was vested in the S ecre tary31 * 33 34 and was identical to  section 
701(a) as u ltim ately  adopted .35 * Section 703, however, provided for 
th e  prom ulgation  of certain  definitional and public health  regula tions 
under s tric t procedural safeguards.33 In  referring  to th is  section, the 
1935 Senate report listed the specified regula tions and s ta ted : “W hile 
o ther regula tions are au thorized  for the purpose of m aking exem ptions 
or for purely adm inistra tive  operations, the only regu la tions im posing 
positive requirem ents are those listed above .''37 T hus, it was clear 
as early as 1935 th a t the language w hich u ltim ately  becam e section 
701(a) of the A ct was not in tended to confer substan tive  ru lem aking 
au tho rity  on the  FD A .

T he sam e conclusion is apparen t from  the H ouse report on the bill 
which u ltim ately  w as enacted as the Federal Food, D rug  and Cos
m etic Act. T he H ouse R eport s a id :

Section 701 relates generally  to regulations. In  the case of regulations, the 
violation of w hich constitu tes an offense, it is required th a t appropriate notice of 
a public hearing  be given and that adequate tim e shall be given after the prom ul
gation of a regulation before it becom es effective.

Section 701(e), (f), and (g) of the com m ittee am endm ent set forth  the pro
cedure governing the form ulation and judicial review of certain regulations to be 
issued by the Secretary. . . .

Such regulations are not m erely interpretive. T hey have the force and effect 
of law and m ust be observed. T heir violation m ay result in the im position of 
crim inal penalties, or in the confiscation of the goods involved if shipped in 
in te rsta te  com m erce, or in their exclusion from  the country  if im ported .3'’

Dichotomy of Section 701
T he H ouse therefore in tended to  m ake a sharp  dichotom y be

tw een tw o very  different types of re g u la tio n s : T hose under sections 
701(e). (f), and (g) have the force and effect of law: those under section 
701(a), which are not sub ject to  the procedural lim itations of sections 
701(e), (f ), and (g ), are m erely in terp re tive .39

31 S. 5, 74th Cong., 1st Sess., as re
ported bv the Senate Commerce Comm.,
M arch 13, 1935.

33 Compare footnote 34 §701 (a) ivith
21 U. S. C. § 371(a) (1964).

33 S. 5, 74th Cong., 1st Sess. § 703, as 
reported by the Senate Commerce Comm,,
M arch 13, 1935.

37 S. Rep. No. 361, 74th Cong,, 1st
Sess. 23-24 (1935); S. Rep. No. 646,

74th Cong., 1st Sess. 10 (1935).
3SH. R. Rep. No. 2139, 75th Cong., 

2d Sess. 9-10 (1938).
38 F or the argum ent th a t only reg u 

lations issued under § §7 0 1 (e)-(g ) can 
im plem ent the law, see Citizens A d
visory Committee, “Report on Food and 
D rug  A dm inistration ,” 10 F ood D rug 
Cosmetic L aw J ournal 470-71 (August, 
1955).
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T he s ta tu s of section 701(a) regulations w as apparen tly  clear 
when the F ederal Food, D ru g  and Cosm etic A ct was enacted. In the 
leading sym posium  analyzing  the Act, one com m entato r observed :

The procedural and review provisions of the new Food, D rug  and Cosm etic 
A ct apply to those regulations, enum erated  in the procedural section, which 
operate w ith regula tory  effect in the sense th a t they m ust be observed by private 
en terprises in production or m arke ting  which is subject to the A c t . . .  [O Jth er 
regulations, which do not directly  contro l private activity, are not subject to 
the sam e procedural and review provisions.'"

Section 701(a) w as cited as au tho riz ing  regulations not directly 
contro lling  private  ac tiv ity .41 Paradoxically , it w ould be difficult to 
cite any FD A  regulations which more directly control private activity 
than  the G M P regulations now  prom ulgated  under th a t section.42

A lthough  the F D A  considered the possibility  of G M P regulations 
d u ring  the early years of the A ct,43 it w as apparen tly  the  Sm ith Can
ning case44 w hich gave the g rea test im petus to  their issuance. In  
th a t case the FD A . on the basis of its inspection of a processing plant, 
seized shipm ents of tom ato  paste as adu ltera ted , alleging th a t it had 
been prepared under in san ita ry  conditions w hereby it m ight have 
been con tam inated  w ith  filth. T he com pany contested the seizure. 
F D A  inspectors testified th a t there  w as a m ig ra to ry  labor cam p on 
the  cann ing  com pany’s prem ises and in troduced photographs of piles 
of trash , pools of w ater, and d irty  inoperative rest room s in and around 
the cam p.45 T hey  also testified th a t there  w ere unscreened openings 
p erm ittin g  flies to get into the p lan t and th a t there  w as dried and 
ro ttin g  tom ato  on m achinery used for p rocessing food. O ther w it
nesses testified to the con tra ry .46 T he d istric t court g ran ted  a ju d g 
m ent in favor of the  Sm ith C anning C om pany47 and the G overnm ent 
appealed.

10 Fuchs, “The Formulation and Review 
of Regulations Under the Food, Drug and 
Cosmetic Act,” 6 Lazo & Contemp. Proh. 
43, 44 (1939).

11 See footnote 40 at 44 n. 18.
42 The regulations prescribing the na

ture and use of food processing facili
ties probably  contro l private activity
m ore d irectly  than any heretofore is
sued under the Act. P erhaps the next
m ost d irect are §§ 409 and 706 con
cern ing food and color additives. 21
U. S. C. §§ 348, 376 (1964).

43 Barnard, “Good M anufacturing P rac
tices Regulations in the Food Industry,”
22 F ood Drug Cosmetic L aw J ournal
511-12 (September, 1967).

"  United States z\ 1500 Cases ni To
mato Paste, 236 F. 2d 208 (7:h Cir. 1956).

45 See footno te 44 a t 212.
43 A U tah  state food inspector tes ti

fied tha t the fly problem  was nil and 
em ployees testified th a t the m achinery 
and equipm ent was cleaned daily. See 
footno te 44 a t 213. T he trial court ap
paren tly  accepted this testim ony.

47 United States v. 1500 Cases of To
mato Paste, No. 54 C 1754 (N . D. 111., 
Aug. 12, 1955), V. K leinfeld & C. 
D unn, Federal Food, Drug and Cosmetic 
A ct: Judicial and Administrative Record, 
1953-1957, at 62 (1958), a-ffirnied in part, 
reversed in part, 236 F. 2d 208 (7th Cir. 
1956).
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T he Seventh C ircuit affirmed, holding th a t the  G overnm ent had 
failed to prove th a t the labor cam p w as close enough to the p lan t to  
affect the conditions under w hich the tom ato  paste was prepared, 
packed, or held and th a t in view of the conflicting evidence, the tria l 
court had no t clearly  erred in re jec ting  the  F D A  in specto rs’ te s ti
m ony th a t there were flies in the p lant and dried tom ato  on the 
m achinery .48 T hus, the  ju dg m en t in Sm ith Canning tu rned  upon the 
G overnm ent’s failure to  prove facts indicating  the in san ita ry  condi
tions proh ib ited  by section 40 2 (a)(4 ) of the  Act. In  review ing the 
law  applicable to  the case, how ever, the court s a id :

Section 342(a)(4) provides tha t food is adulterated  if it is “packed, or held 
under insan itary  conditions w hereby it m ay have been contam inated w ith filth.” 
W hethe r or not a given factory  is in san itary  under this subsection is, of course, 
a question of fact, hut the s tandard  is so expressed, perhaps unavoidably, tha t 
the decision is likely to be h igh ly subjective. T herefore, when we are dealing, as 
here, w ith products that, adm ittedly , will not affect the public health  o r sensi
tivities, we have a natura l tendency to equate the standard  w ith the average 
condition of canneries th roughou t the country, I f  the Federal Food and Drug 
Administration desires to improve that average, it mould he more likely to receive 
the support of the courts if it promulgated regulations which provided detailed 
standards as to cleaning procedures, screens, hygienic facilities, etc., publishing them 
to food packers as the requisites for complying with 21 U .S .C .A . § 342(a)(4), and 
then seizing food packed in plants not meeting the specific standards set."'

Misinterpretation Basis for New Proposals
In analyzing  th is language, w hich is credited w ith  insp iring  the 

issuance of the  proposed G M P regulations, there  are th ree  significant 
p o in ts :

(1) T he  court did no t recom m end th a t the FD A  attem p t to im 
prove the average condition of p lan ts by  prom ulgating  G M P regu
lations ; it m erely said th a t if the F D A  desired to  im prove the average, 
it w ould be m ore likely to  receive judicial support if it issued such 
regu la tio ns.50 W h e th e r the  san ita ry  conditions in the average p lan t 
needed im provem ent w as a judgm en t to  be m ade by the F D A , and 
presum ably, the FD A  could, in the absence of G M P regulations, force 
below  average p lan ts to im prove th e ir  condition. T he FD A  app aren tly

4S 236 F. 2d at 213-14. T he appellate 
co urt, how ever, reversed a holding of 
the trial judge that o ther cases of to 
m ato paste were not adu lterated  be
cause of mold. See footnote 48 at 215.

4” See footnote 48 at 212 (em phasis 
ad d ed ).

1,0 See footnote 48. T he problem  of 
im precise s tandard s dom inated Smith 
Canning. An exam ple of this is the 
court's  trea tm en t of canned tom ato

paste seized because it contained filthy 
m aterial. N o ting  tha t some ro t or 
mold exists in all food, the court gave 
the force of law to an F D A  adm inis
trative tolerance of 40% under the 
H ow ard Mold Count m ethod of m ea
surem ent. See footnote 48 at 210-12. 
A standards problem  was also  raised 
by testim ony th a t the Sm ith cannery  
was better than m ost in regard  to 
flies. See footnote 48 at 213.

PAGE 542 FOOD DRUG COSMETIC LAW JOURNAL— NOVEMBER, 1968



erred  in Sm ith Canning by no t try in g  to prove th a t the Sm ith plant 
was below  average.51

(2) T he court did not review  the F D A 's pow er to  prom ulgate 
substan tive  regulations govern ing  p lan t san itation . In its dicta, the 
court sim ply assum ed th a t the FD A  had the au tho rity  to prom ulgate 
stan dards for san ita tion  and opined th a t the FD A  w ould receive more 
support from  the courts in raising  the  average san ita tion  levels if it 
first p rom ulgated  such s tan d ard s .52 Sm ith Canning thus supports the 
view th a t it w ould be desirable to  have G M P regulations if the FD A  
is try in g  to  im prove san ita tion  practices. I t  offers no au tho rity , how 
ever, for the issuance of these regula tions and, m ore particu larly , no 
assistance in determ in ing  w hether such regulations, if issued, are 
substan tive  or in terpretive.

(3) T he type of stan dards w hich the court considered helpful in 
ra is in g  san ita tion  levels w ere "detailed  standards as tc  cleaning pro
cedures, screens, hygienic facilities, etc .”53 T he proposed G M P reg u 
lations provide th a t “equ ipm ent shall be m ain tained in a san ita ry  
condition th ro ug h  cleaning as frequently  as necessary to  p reven t 
con tam ination ,” th a t p lan ts shall have “adequate screening.” and th a t 
em ployees shall “conform  to hygienic p ractices w hile on d u ty .”54 
T hese are no t the  “detailed s tan d ard s” or “specific s tan d ard s” con
tem plated  by the court in Sm ith Canning. T he p resen tly  proposed 
regulations are so abstru se  th a t they  are not s tan dards at all, and. 
while they  m ay have m erit as guidelines or p la titudes, th ey  find no 
leg itim ate paren tage in Sm ith Canning.

Despite Sm ith Canning, there are indications th a t the FD A  never 
has considered itself to  have the au th o rity  to  issue G M P regulations

51 Paradoxically, under the GM P regu
lations, the FD A  adopts local standards 
to determ ine w hat constitu tes “ade
q ua te” com pliance w ith federal law. 
See GM P Regs. § 128.1, at 17,980. Since 
presumably local plants obey local laws, 
it would seem that the FD A  now thinks 
the average cannery  is adequately sani
tary . See footno te S and accom pany
ing text.

52 2 36 F. 2d at 212.
33 See footnote 52. As for mold toler

ances, the court felt it was not the proper 
body to define broad standards applicable 
in particular cases since courts know 
neither what is necessary for the public
health  nor w hat can reasonably be ex
pected from  the canning  industry. T he 
co urt fu rth er said th a t the standard

should not be determ ined individually 
in each case but th a t there should be 
definite standards. See footno te 52 at 
211. Yet the GM P regulations are so 
vague tha t in each new case courts 
would have to determ ine w hat was 
necessary for the public health, w h at 
reasonably could be expected from  in
dustry , and w hat standard  should be 
applied. H ow  else could the court de
term ine w hether a road was “exces
sively dusty ,” o r w h ether em ployees 
followed “hygienic prac tices” ?

54 GM P Regs. §§ 128.6(c), 128.3(b)-
(6), 128.8(b)(1), a t 17,980-82. I t  is 
subm itted tha t these regulations do no 
m ore than identify the sam e general 
areas identified by the Sm ith  Canning 
court as needing standards.
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hav ing the force and effect of law. W illiam  W . Goodrich, A ssis tan t 
G eneral Counsel for Food and D rugs in the  D ep artm ent of H ealth , 
E ducation , and W elfare, review ed the  Sm ith Canning case in 1957 as 
fo llo w s:

The Sm ith Canning Company case, decided by the Seventh C ircuit in July, is 
a significant food case. . . . W e were told tha t if we wish to  im prove this n a
tional average, we should do so by prom ulgating  regulations specifying the 
san itary  m easures to  be taken. Once such regulations were prom ulgated , the 
court indicated, they likely would be given the force of law. . . .

I t is difficult for one to find in the statute authority to promulgate a code of 
sanitation, but if the national-average rule is followed and it should become neces
sary  in simple filth cases to  establish on a case-to-case basis w hat those average 
conditions are, we shall have to consider fu rth er the co u rt’s suggestion about 
the code.3''
T here  have been no relevan t am endm ents to the s ta tu te  since 1957, 
and there  is no reason to  believe th a t it w ould be any easier today 
to  find sup po rt for these regu la tions th an  it w ould have been in 1957.56

33 Goodrich, “Judicial Progress in 1956,’’ 
12 F ood D rug Cosmetic L aw J ournal 
81, 87 (F eb rua ry , 1957) (em phasis 
added). See also Coding, “The Impact 
of the Administrative Procedure Act on 
the Administration of the Federal Food, 
Drug and Cosmetic Act,” 2 F ood Drug 
Cosmetic L aw Q uarterly 139, 144
(June, 1947).

30 Indeed, it m ay be considerably 
m ore difficult to get a court to hold that 
the FD A  has such pow er since Con
gress in 1962 explicitly provided that 
d rugs m ust be m anufactured  in con
form ity  w ith “curren t good m anufac
turing practice” and regulations adopted 
defining this phrase are m erely in te r
pretive. See 21 U. S. C. § 351 ( a ) ( 2 ) - 
(B ) (Supp. II, 1965-1966). See also 30 
Fed. Reg. 932-33 (1965); Pendergast & 
M cM urray, "The Constitutionality of the 
Good Manufacturing Practices Provision 
of the Federal Food, Drug and Cosmetic 
Act," 23 Bus. Lazo 445, 449 (1968); Crow

ley, "Current Good M anufacturing P rac
tice,” 21 F ood D rug Cosmetic L aw J our
nal 137, 141 (M arch, 1966). W hen the 
F D A  is limited to  in terpretive regula
tions under a s tatu te  requiring curren t 
good manufacturing practices for drugs, 
it would seem unlikely tha t the FD A  
could prom ulgate substantive G M P 
regulations for foods in the absence of 
such a statute.

One other recent development should 
be m entioned because some apparen tly  
find it relevant. T he recent Suprem e 
C ourt decisions, Toilet Goods A ss’n v. 
Gardner. 387 l 1. S. 158 (1967), and 
Abbott Labs. r. Gardner. 387 U. S. 136 
(1967), have been cited as indicating 
both tha t in terpretive G M P regula
tions m ay have the force of law and 
tha t they do not have the force of law. 
Compare Barnard, “Good Manufacturing 
P ractices R egulations in the Food In 
dustry,” 22 F ood Drug Cosmetic L aw 
J ournal 511, 513-14 (September, 1967), 
w ith  P endergast & M cM urray, cited 
above. Both conclusions seem erroneous. 
The Supreme Court never passed upon 
the effect of the regulations, but merely 
said that they “purport to be directly 
authorized by the statute" and “purport 
to give an authoritative interpretation” 
of the statute. See Abbott Labs. r. Gard
ner. cited above at 151, 152. This was 
enough to place the plaintiffs in dan
ger and give them  a justiciable issue 
under the D eclarato ry  Judgm ent A ct; 
they did not have to violate the regu
lations and offer them selves as po ten
tial crim inals to get judicial review. 
T hus, the Suprem e C ourt held only 
tha t the action was properly  brought 
and rem anded the case to the circuit 
court to review the case on its merits.
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If any fu rth e r proof w ere needed th a t the F D A  has no au th o rity  
to  issue G M P regulations hav ing  the force and effect of law  under 
Section 701(a) of the  F ederal Food, D ru g  and Cosm etic A ct, th a t 
proof is inheren t in the  testim ony of F D A  w itnesses du ring  the recen t 
F a ir  P ackag ing  and L abeling  H earings. T hese hearings began w ith 
an investigation  in 1961-1962 into cu rren t food packaging and labeling 
practices.57 T he investigation  indicated th a t som e food products did 
no t have th e ir net w eigh t and o ther in form ation required  by law 
prin ted  prom inently  and conspicuously on th e ir principal display 
panels.58 A basic question was whether the FD A  had the authority to 
issue substan tive  regula tions prescrib ing  the  type size and location 
necessary to m ake the  net con ten ts sta tem en ts  prom inent and con
spicuous as required by the Federal Food, Drug and Cosmetic Act.59 
T he key w itness on th is po in t w as Mr. G ood rich ; du ring  his testim ony 
he engaged in an exchange w ith  one of the com m ittee counsel on 
th is q u e s tio n :
M R. G O O D R IC H : W h a t we should do is prom ulgate a regulation  in te rp re 
tive of section 403 of the conspicuousness requiring  a certain point of placem ent. 
W e are going to get a big legal argum ent on tha t, bu t we are prepared to 
take th a t step all the w ay dow n the s treet here [to the Suprem e C ourt], if 
necessary, and we are confident tha t we can m ake at least some of tha t stick . . .
M R. C O H E N : You w ere ta lk ing  about in terpre tive regulations in answ er to 
some of M r. R a itt’s questions. I  understand  from  that, th a t you do no t have 
the au thority  under the sections w hich are applicable to  the packaging and 
labeling of these item s to  issue legislative regula tions; is th a t correct?
M R. G O O D R IC H : In  term s of the net w eight and a s tatem ent of the in 
gredients, no, bu t we have a Suprem e C ourt case, United States v. Antikam nia  
Chemical Company w hich w as decided som e years ago, w hich holds th a t w here 
you issue one of these in terpretive regulations carry ing  ou t the purposes of 
the law it  will be given the effect of la w . . .  I have confidence th a t we can 
m ake those regulations stick.
M R. C O H E N : If  you had the au th o rity  to  issue legislative regulations you 
would not have to  w orry  about that.
M R. G O O D R IC H : W e would not—we would not.
M R. C O H E N : If legislative regulations could be prom ulgated , would it no t 
be a m ore effective w ay of handling this situation  than  in terpretive regulations?

57 See generally Hearings Pursuant to 
S. Res. 52 Before the Subcomm. on A n ti
trust and M onopoly of the Senate Judi
ciary Comm., 87th Cong., 1st Sess. (1961- 
1962).

3S For a summary of the conclusions 
reached during  the  1962-1963 Senate
H earings, see Report on S . 387 by the 
Subcomm. on A ntitrust and Monopoly of

the Senate Judiciary Comm., 88th Cong., 
2d Sess. 7-11 (1964).

5S T he prim ary  argum ent raised by 
industry  against the new legislation 
was th a t ex isting  law was adequate. 
See H art, “Can Federal Legislation Af
fecting Consumers’ Economic Interests 
Be Enacted?,” 64 Mich. L. Rev. 12SS, 
1264 (1966).
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M R. G O O D R IC H : T hey  would be surer of stand ing  up in court, although  1 
have, as I have indicated, been thoroughly confident of our present abilities.'"1

I t  w as th us Mr. G oodrich’s position in 1962 th a t the F D A  did not 
have the  pow er to  p rom ulgate substan tive  regulations w hich w ould 
define the  m inim um  stan dards necessary to  p reven t labeling from  
vio la ting  the  m isbrand ing  sections of the  F ederal Food, D ru g  and 
Cosm etic Act. P recisely  the sam e issue is p resented  w hen the  F D A  
asserts  it has the au th o rity  to  prescribe m inim um  standards necessary 
to  p reven t san ita ry  practices from  v io la ting  the  adu ltera tion  sections 
of the A ct.61

00 See Hearings Pursuant to S. Res. 
258 Before the Subcomm. on Antitrust 
and Monopoly of the Senate Judiciary 
Comm.. 87th Cong., 2d Sess. 807-08 
(1962).

T he case referred  to by Mr. Good
rich, Antikamnia Chemical Co., 231 U. S. 
6S4 (1914), involved a d rug  w hich was 
labeled as containing no acetanilid but 
which contained acetphenetidin , a de
rivative of acetanilid. The 1906 Food 
and D rugs A ct required acetanilid and 
its derivatives to be declared on the 
labels of drugs, and an F D A  regula
tion stated  th a t acetphenetidin had to 
be designated on the label both  by 
nam e and as a  derivative of acetanilid. 
A key issue w as the validity  of this 
regulation.

T he Suprem e C ourt began by sta ting  
that the power to issue regulations was 
an administrative power only and not a 
pow er to alte r or add to the Act. T he 
C ourt then held th a t it was adm inis
trative and not additive of the A ct to 
require the labeling prescribed by the 
regulation. In  dictum , the C ourt in 
dicated th a t a regulation  w hich fulfills 
the purpose of the law  does not add to 
it and is therefo re valid. See pages 
666-68. I t  is th is dictum  w hich was 
relied upon by M r. Goodrich.

W hile it m igh t be possible to give 
the Antikamnia case in isolation the 
broad in te rp re ta tion  adopted by Mr. 
Goodrich, th a t in te rp re ta tion  becom es 
pa ten tly  invalid w hen it is analyzed in 
the contex t of the h isto ry  of food and 
d rug  law. I t  is no t true th a t every 
regulation  which fulfills the purpose of 
the A ct is valid. F o r exam ple, under
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the 1906 Food and Drugs Act, the FDA 
promulgated certain standards for foods 
which prescribed their composition. These 
standards fulfilled the purposes of the 
Act, since they made it possible to deter
mine when foods were econom ically 
adulterated. However, these regulations 
were not given the force and effect of 
law. See 1 A. Herrick, “Food Regula
tion and Compliance” 304-08 (1944); 
Callaway, “Current Problems in Form u
lating Food Standards,” 2 F ood D rug 
Cosmetic L aw Q uarterly 124-27 (June, 
1947); note 21 cited above. I t  was 
therefore necessary for the F D A  to  go 
to  C ongress in the 1930's, m ore than 
tw en ty  years after the Antikamnia case, 
and ask for au thority  to m ake substan
tive regulations prescrib ing the com po
sition of foods. See, for example, Hear
ings Before a Subcomm. of the House 
Comm, on Interstate and For. Commerce, 
74th Cong., 1st Sess. 50-51 (1935) (re 
m arks of W . Campbell, C om m 'r of 
Food and D ru g s); FD A , 1933 Report 
14-15; FD A , 1931 R eport 4-5.

81 If  §701 (a) contains a substantive 
ru lem aking au thority  a t all, it is to 
prom ulgate regulations for the efficient 
enforcem ent of the Act. 21 U. S. C. 
§ 371(a) (1964). I t  would have aided 
the efficient enforcem ent of the A ct to 
define the type sizes and package loca
tions w hich would give the m andato ry  
net con ten ts sta tem en t the conspicu
ousness required by § 403(f). 21 U. S. C. 
§ 343(e)-(f) (1964). H ow ever, M r.
G oodrich said th a t the F D A  did not 
have such power. H ow  then  can the 
FD A  now say that it has the power under

(Continued on next page.)
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O ther F D A  w itnesses a t the  F a ir P ackag ing  and L abeling  H ear
ings also m ade it p lain th a t the  F D A  had no pow er to  issue su b stan 
tive regulations for th e  general enforcem ent of the F ederal Food, 
D rug  and Cosm etic A ct.62 Indeed, the  testim ony  of the  F D A  w it
nesses w as so clear th a t the  Senate Subcom m ittee or. A n titru s t and 
M onopoly reported  to  the  Senate Com m erce C om m ittee th a t “neither 
act [FT C  or FD A ] authorizes the agency involved to draft substantive 
regula tions th a t w ould give m eaning  to these vague concepts by 
estab lish ing  guides for th e  m anufac tu rer to  follow.”63

I t is th us clear th a t Congress has not g ran ted  the  F D A  a general 
pow er to  m ake substan tive  regu la tions under section 701(a) of the 
A ct and th a t the  F D A  itself has construed  th a t section as au tho riz ing  
only in terp re tive  regulations.

Conclusion
T he F D A  has no au th o rity  to  issue G M P regulations for foods 

hav ing the  force and effect of law , and the  proposed regulations 
which p u rp o rt to  estab lish  crite ria  for com pliance w ith  section 402-
(a) (4) of the  A ct are invalid. If  the  F D A  desires to  issue G M P 
regulations, they  m ust be e ither in terp re tive  regula tions or gu ide
lines. In te rp re tiv e  regula tions m ay be given the force and effect of 
law  in individual cases if the  regu la tions do no t a lte r or add to  the 
A ct and if th e  cou rt agrees w ith  the  agency’s in te rp re ta tion  of the  
s ta tu te .64 G uidelines are adm in istra tive  recom m endations and have 
no legal s ta tu s .65

T he proposed G M P regulations now  contain m any requirem ents 
w hich far exceed the  sim ple s ta tu to ry  com m and th a t food m ust no t be 
prepared, packed, or held under in san ita ry  conditions.66 T he regula-
(Footnote 61 continued.)
§ 701(a) to  prom ulgate  the m inim um  
sanitation requirem ents for com pliance 
w ith § 402(a) (4) ?

02 F o r exam ple, George L arrick , then 
C om m issioner of Food and D rugs, tes
tified that the improvement which would 
resu lt from  the enactm ent of the F air 
P ackag ing  and L abeling  A ct was tha t 
it would give the force and effect of 
law  to the F D A ’s regulations on label
ing. Hearings on S. 387 Before the Sub- 
comm. on A ntitrust and Monopoly of the 
Senate Judiciary Comm., 88th Cong., 1st 
Sess. 352-56 (1963).

03 Report of the Subcomm. on A ntitrust 
and Monopoly of the Senate Judiciary

Comm. Pursuant to S. Res. 262, 88th 
Cong., 2d Sess. 11 (1964).

Gi See United States v. Antikam nia Co., 
231 U. S. 654 (1914). See also 1 K. 
Davis, Administrative Lazv Treatise § 5.03 
(1958).

83 See footnote 14.
86 F or exam ple:
(1) U nused equipm ent th a t m ay con

stitu te  an a ttra c tan t to insects cannot 
be kept w ith in the im m ediate vicinity 
of the plant. GM P Regs. § 128.3 (1). 
B ut if, in fact, the equipm ent has not 
a ttrac ted  insects, it is not an insani
tary  condition.

( Continued on next page.)
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tions a ttem p t to  contro l p lan t areas o ther than  those w here food is 
prepared, packed, or held.“7 M any of the proh ib itions and requ ire
m ents of the regula tions regu la te  practices w hich m ay or m ay not 
affect the conditions under w hich food is prepared, packed, or held, 
depending upon other conditions and practices in the individual 
p lan t.68 T he G M P regulations are thus no t a proper in te rp re ta tion  of 
the  s ta tu te  ; they  instead extend the A ct by prescrib ing  generic san i
ta tion  requ irem en ts and, therefore, could not be m ade valid by re
issuance in in terp re tive  form  w ith ou t extensive red ra ftin g .69
(Footnote 66 continued.)

(2) P lan ts  and facilities m ust be of 
a suitable size, construction , and loca
tion to  facilitate m aintenance. § 128.3- 
(b). If, how ever, plants and facilities 
do not m eet this standard  but still are 
kept clean, there is no insan itary  con
dition.

(3) Plant equipment and utensils must 
be readily cleanable. § 128.4. If, how
ever, the not readily cleanable equip
m ent and facilities are in  fact kept 
clean, there is no insan itary  condition.

(4) P lan t records m ust be kept for 
two years. § 128.7( i H o w e v e r ,  this 
m ay have no effect at all on sanitation.

(5) Plant personnel must have proper 
education or training. § 128.8(c). H o w 
ever, a m an with neither could be 
running  a sanitary  plant.

See also tex t accom panying footnote 
14.

T he FD A  regulations insofar as they 
are definite do, in general, recom m end 
desirable sanitary  practices. H ow ever, 
there is no doubt th a t these regulations 
exceed a m ere in te rp re ta tion  of the Act. 
Indeed, they do not even purpo rt to 
be an interpretation of the A c t; they 
purpo rt to be legislative regulations.

07 T he regulations now extend to the 
location and grounds of the plant, al
though food m ay not be prepared, 
packed, or held anyw here except in the 
p lan t and although these surrounding 
conditions m ay have no effect upon 
conditions inside the plant. G M P Regs. 
§ 128.3.

See footno te 66. In general, the 
G M P regulations describe the m ost 
satisfactory  conditions and equipm ent 
ra the r than those required by law. In  
their present form, therefore, they are 
m ore guidelines than legal require
m ents. Indeed, despite Sm ith Canning. 
it would seem th a t issuing guidelines 
is generally  a m ore appropriate  m ethod 
of im proving average sanitation p rac
tices than is a ttem pting  to legislate 
them  out of existence. Q uery w hether 
Congress really in tended to describe 
the average p lant as insanitary  under 
the Federal Food, D rug  and Cosm etic 
Act? If not, can the FD A  in terpre t 
the s tatu te  as outlaw ing average sani
tation  practices when the Suprem e 
C ourt has said th a t the FD A  cannot 
alter or add to the statu te? See United 
States i t  Antikamnia Co.. 231 U. S. 654, 
666 (1914).

Cf. Toilet Goods Ass'n v. Gardner, 
CCH Food Drug Cosmetic L aw R e
ports, If 40,285 (S. D. N. Y„ Jan. 8, 
1968). T he court here rejected the 
F D A ’s theory  th a t every regulation 
which carries out the purposes of the 
Federal Food, D rug and Cosmetic Act 
is valid, m aking it clear th a t the F D A ’s 
au tho rity  to m ake regulations m ust be 
determ ined in the light of the legisla
tive h isto ry  of the A ct and its am end
m ents and in the light of the F D A ’s 
own p rior in te rpre tations of the Act. 
T his decision, unless reversed, is an 
au thorita tive answ er to  the F D A  con
ten tion  tha t every in terpretive regula
tion w hich fu rthers  consum er pro tec
tion and the o ther purposes of the Act 
is valid. See footnote 60.
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W hen an agency adm inisters a s ta tu te  w hich contains crim inal 
penalties, it should be particu larly  careful to  rem ain w ith in the 
scope of the au th o rity  delegated by Congress. P ro m pt reissuance of 
the  G M P regu lations as guidelines w ould be in the  in terest of the 
G overnm ent, in du stry  and the consum er.70 [The End]

70 Confusion about the presently  pro
posed G M P reerulations seems to ex
tend to the F D A  itself. In  a recent 
article, an F D A  official describes the 
regulations as provid ing both an “ob
jective s tandard” and “clear cut regu
lations which everyone understands,” 
although one of the principal problem s 
of the regulations is tha t they are so 
vague tha t they provide a purely sub
jective standard. Barnard, “The Need 
for Formal GM P Guidelines in the Food 
Industry,” 23 F ood D rug Cosmetic Law 
J ournal, 4, 6, 7 (January, 1968) ; see 
tex t accom panying footnotes 5-13. T he

same official feels tha t a federal s tan 
dard will help guide local officials. B ar
nard. footnote 7. Yet it seems that 
varying local standards are in m any 
instances being adopted by the FDA. 
See footnote 5.

All of us have an in terest in im prov
ing sanitation practices in the food in
dustry. Industry  law yers would wel
come guidelines on sanitation to help 
im prove their present practices. Guide
lines should, however, be labeled and 
w ritten  as such and should be m ade as 
specific as possible if they are to achieve 
their intended purpose.

ST A T E M E N T  OF O W N E R S H IP , M A N A G EM EN T
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5. Location of the headquarters or general business 
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6. Names and addresses of publisher, editor, and
managing editor: publisher: Commerce Clearing
House, Inc., Chicago, 111. 60646; editor: Allen E. 
Schechter, Chicago, 111. 60646; managing editor:
George H. H arris, Chicago, 111. 60646.

7. Owner: Commerce Clearing House, Inc., Chi
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holders owning or holding 1 percent or more of total 
amount of stock: Booth and Company, Chicago, Illi
nois; C. T. Corporation System, W ilmington, Dela
w are; The Corporation T rust Company (D el.), 
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poration T rust Company (N . Y .), New York, New 
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Company, New York, New York; Meth and Com
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Latin-American Food Code 
1964 Edition

In August, 1964, the Latin-American Food Code Council Published 
the Second Edition of the Latin-American Food Code. Information 
Concerning the Code and the Table of Contents of the New Edition 
Appeared in the April 1965 Issue of the Food Drug Cosmetic Law 
Journal (Vol. 20, page 238). The First Five Chapters Were Published 
in the September 1965 Issue; Chapters XII and XIII in the October 
1965 Issue; Chapter XVII in the November 1965 Issue; Chapter X in 
the December 1965 Issue; Chapter VII in the June 1966 Issue; 
Chapter XVIII in the August 1966 Issue; Chapter XVI in the May 1 967 
Issue; Chapter VI in the August 1967 Issue; Chapter XV in the October 
1967 Issue; and Chapter XI in the August 1968 Issue. Chapter IX 
Appears Below. The Translation Is by Ann M. Wolf of New York City.

Chapter IX: Cereals, Cereal Preparation and Bakery Products
Cereals, Flours and Similar Products

A rticle  253.— T he term  “ C ereal’’ m eans the  edible seeds or grains 
of the  fam ily G ram in eae : rice, oats, barley, rye, corn, 
w heat, etc. Cereals in tended for hum an consum ption m ust 
be free from  im purities, foreign m atter, dust, d irt and 

p a ra s ite s ; they  m ust be in a perfect s ta te  of p reservation  and no t 
spoiled, dam aged or ferm ented. T hey  m ay in general no t contain 
w ate r in a proportion  of m ore th an  15 percent.

H ulled  cereals (rice, barley, etc.) m ay be polished, shined, coated 
or glazed w ith  glucose or talc, provided alw ays th a t the w eigh t 
increase caused by th is process does not exceed 0.5 percent. T hey  
m ay be bleached w ith  su lfu r dioxide, up to  40 cen tig ram s of which 
m ay be to lera ted  in one kilo of cereal.

P o lish ing  w ith  d rago n’s blood or resins is prohibited.
A rticle 254.— Puffed Cereals are ob tained by w ay of several industrial 

processes which break the endosperm and cause the kernels 
to  swell.
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A rticle  255.—Rolled Cereals are prepared  from  clean grain s from  w hich 
the ou ter in tegum ent m ay have been removed and which 
have been rolled by w ay of a su itable process.

A rticle 256.— Cereal Flakes are prepared from clean grains, from which 
the in tegum ent has been rem oved m echanically or by way 
of an alkaline trea tm en t, and w hich have been cooked 
to ge ther w ith  m alt ex tract, sucrose syrup, dex trose and 

salt, or o ther perm itted  additives, dried, rolled and tcasted .
A rticle 257.—Shredded Cereals are prepared from  w'hole flours or cereal 

g rits  and m alt ex tract, w ith  or w ith ou t the addition  of 
o ther perm itted  products. A fter shredding, they  are baked 
as necessary.

A rticle  258.— Rice (the fru it of Orysa sativa L .)  shall be sold w ith 
an indication of its geographic origin. T he kernels m ust 
be w hole, uniform , hard, dry, w ith ou t black spots or per
forations, w hite  or s ligh tly  yellow ish, and shall be sold 

free from  dust, grubs, o ther parasites, or foreign m atter, in a perfect 
s ta te  of preservation. Rice m ay no t contain sulfur dioxide in a 
proportion of more than 0.04 percen t or ta lc  in a proportion  of m ore 
than 0.05 percent. Average percentage composition: water 13; protein 
7 ; fa t 0.3; assim ilable carbohydrates 78; crude fiber 0.2; ash 0.6.

T he various rice products and by-products of rice shall m eet 
the  follow ing req u ire m e n ts :

1. Whole Rice: The hulled grain  (w ithou t glum es or sp ikelets).
2. Puffed Rice: Rice cleaned and trea ted  as described in A rticle 

254. A verage percentage co m p o sitio n : w ater 13; protein 7; fa t 0.4; 
assim ilable carbohydrates 79; crude fiber 0.2; ash 0.4.

3. Polished or Coated Rice: The hulled kernel from  w hich the 
pericarp  and the  aleurone have been rem oved and w hich has been 
polished by  rubb in g  w ith  the  addition  of glucose and talc.

4. Crushed Rice: T he kernels crushed by any process.
5. Carolina or American-type Rice: Long-grain rice varieties which 

are sm ooth, hard , tran slu cen t and very  shiny. D epend ing  upon th e ir  
size of hom ogeneousness, they  are identified by the num bers 000, 
0000 and 00000, as show n in the  tab le hereinafter.

6. Coated Milled Rice: Varieties of short-grain and medium-grain
rice, less tran slu cen t and shiny, bu t th icker th an  Carolina- 
type rice. T hey  are g raded  in to classes B, AA and AAA, 
depending upon the percen tage of defective kernels. T o

p a g e  551T. A TIN - A M ERIC A N FOOD CODE



grade Carolina and coated m illed rice, the  follow ing defects 
of the  kernels shall be taken  into co n sid e ra tio n :
Grooved k e rn e ls : kernels w ith  a red g ro o v e ;
Chalky or dead k e rn e ls : kernels w hich look starchy , opaque 

and are generally  sm all in s iz e ;
W h ite -spo tted  k e rn e ls : kernels half or m ore of w hich is 

covered by a w hite or s tarchy  spot, which does no t 
cover them  entirely , h o w ev e r;

S po tted  k e rn e ls : kernels w ith  black or dark  s p o ts ;
A m ber kernels: kernels w ith a m ore or less pronounced 

am ber c o lo r ;
B roken k e rn e ls : kernels fractu red  to  less than  half their 

norm al size.
T he percen tage of defective kernels in C arolina-type rices sold 

under the nam es F ive Zeros or F ou r Zeros m ay no t exceed the  fol
low ing p ro p o rtio n s : 7

K ernels
00000 T ype

%
0000 T ype

%
Grooved 5 10
Chalky 2 4
S po tted  and am ber 1 4
W h ite  spo tted 4 7
Broken 15 25

C oated rice sold under the designations T rip le A and D ouble A
may not contain defective kernels 
proportions:

in a percentage exceeding the following

A A A T ype A A T ype
K ernels % %

Grooved kernels 5 10
C halky kernels 2 4
S potted  and am ber kernels 1 4
W h ite  spo tted  kernels 4 7
B roken kernels 15 25

7. Parboiled Milled Rice: Rice with the hull, subjected to a soak 
and  steam  trea tm en t. A verage percentage com position : w ater 13; 
protein 7 ; fat 0.7 ; assim ilable carbohydrates 78.3 ; crude fiber 0.2 ; 
ash 0.8.
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8. Valencia-type Rice: Varieties of dull, sho rt-g ra in  kernels.
9. “A rrozin” or “Arroc'm”: T he fragm ents (tip s) and album en 

flour th a t separate  w hen rice is cleaned or polished.
10. Rice Flakes: The product prepared as set forth in Article 256. 

A verage percen tage com position : w a te r 12; protein 7.8; fa t 0.1; 
assim ilable carbohydrates (su gars  2.5) 78.9; crude fiber 0.2; ash 0.4.

11. Rice Flour: The product ob tained by grind ing  one or several 
of the  rice varieties defined in th is article.
A rticle  259.—Rolled Oats are oats from  the grains of A vena sativa L .

prepared  as described in A rticle 255. T hey shall no t con
ta in  w ate r in a p roportion  of m ore than  13 percen t; not 
m ore th an  2.7 percen t of crude fiber and 2.5 percen t of 

ash , and th e ir  n itrogen  con ten t shall not be less than  2.24 percent.
A rtic le  260.— T he nam e “Oatmeal” means the  product ob tained by 

g rind ing  hulled oats (Avena sativa L .) . I t shall not contain 
ash in a proportion  of m ore th an  2.2 percent, crude fiber 
in a proportion  of m ore th an  1.5 percent, n itrogen  in a 

p roportion  of less th an  2.24 percent and fa tty  m atte r or ether-soluble 
products in a p roportion  of less than  5 percent, an am ount of 2.5 
percen t of flours from  o ther grains being perm itted.
A rtic le  261.— T he term  “Rye Flour” m eans the product ob tained by 

g rin d in g  hulled rye (Secale Cereale L .) . I t  shall no t contain 
ash in a p roportion  of m ore than  2 percent. A verage p e r
centage com position : w ater 11; protein  11.5; fat 1; as

sim ilable carbohydrates 73; crude fiber 1.5; ash 1.8.
T he term  “Whole Rye Flour” m eans the product ob tained by 

g rin d in g  rye grains still in th e ir  hulls. A verage percentage com posi
t i o n : w a te r 10; p ro te in  11; fa t 1.5; assim ilable carbohydrates 72; 
crude fiber 2; ash 2.5.
A rticle  262.— T he nam e “Hulled Barley” means the whole, clean, well 

p reserved  grains of barley  (H ordeum  vulgare L .)  from 
w hich the  in tegum ents have been rem oved. I t  m ay not 
contain ash in a proportion  of m ore than  3.5 percent.

T he term  “Pearl Barley” m eans the grains of hulled barley  
rounded by  repeated  rubb in g  in special m achines. I t  m ay no t contain 
ash in a proportion  of m ore th an  3 percent. A verage percentage 
com position : w a te r 12; p rotein  9 ; fat 1.5; assim ilable carbohydrates 
74; crude fiber 1; ash 2.3.
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T he term  “Roasted Barley” means hulled barley which has under
gone a roasting  process. W hen th is  has been done w ith the add ition  
of dex trose or sucrose, (the  only sw eeteners perm itted ) in a p ro
portion  of not m ore th an  10 percent, the  product shall be nam ed 
“barley  roasted  w ith su g ar,” and the proportion  of sw eetener used 
shall be declared in the  labeling.
A rticle 263.— T he nam e “M alt"  m eans dried germ inated  barley  grains.

M alts m ade from o ther cereals shall be nam ed acco rd ing  
to  th e ir o rig in : W h ea t M alt, Corn M alt, etc.

T he nam e “ R oasted  M alt” m eans roasted  m alted barley  grains. 
T he nam e “Sw eetened M alt" m eans the sam e product roasted  w ith 
sucrose or dex trose (the  only sw eeteners perm itted ) in a proportion  
of up to  10 percent, the  presence of w hich shall lie declared in 
the labeling.

T hese  products are p roh ib ited  from  being nam ed "M alt Coffee.”
A rticle 264.— T he nam e “Chaquepa’* m eans g round  roasted  barley .

A verage percentage com position : w ater 9; protein 8; 
fat 0.5; assim ilable carbohydrates 78: crude fiber 3.5; ash 2.

A rticle 265.— T he nam e “Corn” (maize) m eans the grain s of Zca 
mais L . Corn m ay no t contain ash in a proportion  of m ore 
than  5 percent. A verage percentage com position (green 
e a rs ) : w ater 70; protein  3.5; fat 1; assim ilable carbo

hydrates 23; crude fiber 1.2; ash 0.8; ascorbic acid 8 mg. (dried 
e a rs ) : w ater 10; p rotein  10; fat 6; assim ilable carbohydrates 70; 
crude fiber 2 ; ash 1.8; ascorbic acid 0 mg.

1. T he nam e “Popcorn” means properly roasted  sm all-grain w hite 
popping corn, w ith  or w ith ou t the addition of sugar. A verage per
centage com position (unsw eetened po p co rn ): w ater 4 : protein 11; 
fat 5.5; assim ilable carbohydrates 75; crude fiber 1.7; ash 2.3.

2. F ine corn grits , generally  nam ed “Corn Meal,” shall m eet the 
follow ing requ irem en ts: its m oisture con ten t m ay not exceed 15.5 
p e rc e n t; its acid ity , expressed as S 0 3. m ay no t exceed 0.2 p e rc e n t; 
its n itrogen  con ten t m ay no t be less th an  1.12 percen t; it shall not 
contain ash in a proportion  of m ore than  1.6 percen t; it shall leave 
no residue w hen passed th rough  a sieve w ith 40 m eshes per square 
cen tim eter and m ay no t contain flour from o ther cereals, foreign 
m atter, insects, etc.

* N ote of the T ran s la to r: A L atin- 
A m erican product w ithout an English 
equivalent.
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3. T he term  “Roasted Corn Meal” ( “Gofio”) m eans the  product 
ob tained by roasting  corn m eal as defined in the preceding para 
g rap h  (See A rtic le  328, paragraph  8).

4. Corn Flakes shall be prepared as set forth in Article 265. They 
shall be m ade from  clean, polished w hite  or yellow corn. A verage 
percentage com position : w ater 11; p rotein  7; fat 0.3; assim ilable 
carbohydra tes (sugars 3) 79; crude fiber 0.5; ash 3.

5. The names “Chococa,” “Cliochuco” and “Chuckuca”* m ean very 
ripe, fresh white corn which has been cooked briefly in a small amount 
of w ate r and then dried. A verage percen tage com position : w ater 15; 
p rotein  6 ; fat 2.5; carbohydrates 72; crude fiber 3; ash 1.3.

6. Products sold as derivatives of Corn Gluten shall consist of the 
p a r t of com m ercial corn in the  hull which rem ains a fte r the sta rch  
and the  germ  have been partia lly  ex tracted  in the preparation  of corn 
syrup. T he protein  con ten t shall be declared in the labeling.

7. T he nam e "K jora” m eans dried germ inated  red corn. A ver
age percen tage com position : w a te r 15; p ro te in  6.5; fat 3.6; carbo
hydra tes 72; crude fiber 0.3 ; ash 1.8.

8. T he nam es “skinned, shelled or hulled Corn” (H om iny  g rits)  
m ean m aize kernels from  w hich the hulls have been rem oved by 
m eans of a su itable alkaline process, a fter which they  are w ashed, 
cooked un til tender, and dried.

9. T he nam e “Mazamorra” (corn crum bs) m eans coarsely ground 
fresh or dried corn in tended in general for “m azam orra” (a th ick  
corn  soup), “ locro” (stew ), etc. which m ust not be m istaken for 
quick g rits  w hich consists of kernels frac tu red  by  m achine.

10. Corn paste  trea ted  w ith  lime (N ix tam al) : m eans yellow or 
w hite  corn w hich has been soaked in lime w ater, w ith  or w ith ou t ash, 
and cooked, w hereafter the  hulls are rem oved, and the grain s are 
w ashed and g round  to  prepare the  dough (N ix tam al). T h is trea tm en t 
increases the calcium  con ten t by 800 percen t; for instance, in 100 
g ram s of corn, from  9 mg. to more than 70 mg. Average percentage 
com position ; w a te r 62; p ro te in  3.5; fat 1.5; carbohydrates 32.5; 
crude fiber 0.5; ash 0.5.
A rticle  266.— Corn Grits, as g rits  from  other cereals prepared for use 

as hum an food or in the m anufacture  of foods and bever
ages, shall be sold and m arketed  under th e ir  Spanish nam e 
“Sem ola,” alw ays followed!" by the nam e of the cereal used 

in i t :  such as “Corn Semola,” “Oats Semola,” “ B arley Sem ola,” etc.
* N ote of the T ran s la to r: A L atin - f  N ote of the T ran s la to r: In  English 

Am erican product. the nam e precedes.
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A rticle  267.—The name “Wheat” means the grains of Triticum sativum 
Lam.

1. T he  nam e “Rolled Wheat” m eans w heat prepared in accordance 
w ith  A rticle 255. A verage percentage com position : w ater 10; p ro
tein  10; fat 1.7; assim ilable carbohydrates 75; crude fiber 1; ash 1.6.

2. T he term  “Puffed Wheat” m eans w heat grains prepared as 
described in A rticle 254. A verage percentage com position : w ater 12; 
protein 10; fat 1.8 ; assimilable carbohydrates 73; crude fiber 1; ash 1.8.

3. T he  term “Washed Whole Wheat” or simply “Washed Wheat” 
m eans w heat g ra in s which have been w ashed to  rem ove the surface 
d irt and the w axy ou ter layer.

4. T he term s “Crushed" or “Coarse ground Wheat” m ean clean 
w heat grains (afte r rem oval of the  cellulose covering, aleurone and 
germ  which have been crushed or g round). A verage percentage 
com position : w ater 9 ; p rotein  10.5; fat 1.4; assim ilable carbohydrates 
76; crude fiber 1.7; ash 1.2.

5. T he term  "Hulled Wheat” m eans w ashed w heat from  which 
the  cellulose w all (epicarp, m esocarp, endocarp, te s ta  and p a rt of th e  
endopleura) has been rem oved w hile p reserv ing  the aleurone layer 
and the germ . A verage percentage com position : w ater 13; protein 
12.4; fat 2 ; assim ilable carbohydrates 70; crude fiber 0.7; ash 1.

6. T he term  “Wheat Flakes” m eans w heat processed in accord
ance w ith  A rticle  256. A verage percentage com position : w ater 11; 
p rotein  10; fat 1.1; assim ilable carbohydrates (sugars 2.5) 75; crude 
fiber 1.1 ; ash 1.7.

7. T he term  “Wheat ‘Gofo' ” means the product obtained by roast
ing  w heat flour.

8. T he  term  “Whole Bran” m eans the  product prepared from  
w heat b ran  in accordance w ith  A rticle  257. A verage percentage com 
p o s itio n : w a te r 5; p ro te in  14; fa t 4.5; assim ilable carbohydrates 65 ; 
crude fiber 6; ash 5.

9. T he product com m ercially know n as “Wheat Germ” shall m eet 
the follow ing specifications: w ater, 8 to  18 p ercen t; assim ilable 
carbohydrates, 30 to  48 p e rc e n t; protein , no t less than 23 p e rc e n t; 
fat, not less th an  7 p e rc e n t; crude fiber, not m ore than  4 percent and 
ash, no t m ore than  5 percent.
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A rticle 268.— The term ‘‘Flour," without any other qualification, means 
the  product obtained by m illing  w heat w hich m eets the 
requirem ents laid down in A rticle 253. F lours m ade from  
o ther cereals, legum inous p lants, etc. shall be nam ed after 

the product from which they were o b ta in e d : Corn flcur, lentil flour, 
etc. No flour sold in com m erce m ay contain m ore than  100,000 non- 
pathogenic bacteria  per gram .

T o regulate  ferm entation  in bread-m aking, sodium  or potassium  
brom ate m ay be added to  w heat flour in a proportion not exceeding 
75 p.p .m., w hich addition m ust be declared in the labeling and bu si
ness papers used in connection w ith  the product. W h ea t flours 
in tended for the  p reparation  of cookies m ay also be trea ted  w ith  
su lfu r dioxide in a proportion  of no t m ore th an  80 p.p.m., which 
trea tm en t m ust be s ta ted  in the labeling. A verage percentage com 
position : w ater 12; protein  11; fat 1; assim ilable carbohydrates 74; 
crude fiber 0.4; ash 0.8.

A rticle  269.— T he term s “Whole Wheat Flour” and “Graham Flour’ 
m ean the entire p roduct obtained by m illing w heat. W hole 
flours of o ther cereals, legum inous p lan ts etc. shall be 
designated  by nam es ind icating  th e ir origin.

T hree  types of G raham  F lo u r are perm itted , which are dis
tingu ished  from  one ano th er by  the  size of th e ir  particles and shall 
be nam ed by the follow ing n a m e s : Coarse G raham  F lour, M edium  
G raham  Flour, and F ine G raham  Flour. None of these types is p e r
m itted  to  contain m oisture in a proportion  exceeding 15.5 percent 
determ ined  a t 130°C., or ash in a proportion  exceeding 2.20 percent, 
calcu lated on the dry  residue at 920°C., a to lerance of plus 3 percent 
being  perm itted . A verage percen tage com position : w a te r 12; protein  
12; fat 2; assim ilable carbohydrates 70; crude fiber 1.8; ash 1.6.

Article 270.—W h ea t flours graded  com m ercially by the  nam es: F ou r 
Zeros (0000), T rip le  Zero (000), D ouble Zero (00), Zero
(0), H alf Zero (}4-0) and S tan dard  are the  w h itest types 
of flour w ith  the sm allest percentage of w heat b ran  frag 

ments, obtained by gradual methodical milling and yielding between 
70 and 90 percen t of the  w eigh t of clean grain  (first grade flour).

T he analytical da ta  of these flours shall be w ith in  the lim its 
show n in the table hereinafter, w ith  a to lerance of plus 3 percent for 
ash and m inus 3 percent for color specifications.
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F irs t
Grade
F lours

M oisture a t 
130°C. 

M axim um

D A T A
A sh at 920°C.

(on the  D ry  Substance) 
M axim um

Color
(“ L ovibond”'
T in tom ete r)

F ou r Zero 14.5 0.48 95
T rip le  Zero 14.5 0.40 to  0.54 94 to 92
D ouble Zero 14.5 0.55 to  0.67 91 to 90
Zero 14.5 0.68 to  0.87 89 to 86
H alf Zero 14.5 0.88 to  1.35 86
Standard 14.5 1.36 to  2.00 —

In addition , flours intended for bread— not those in tended for
pastry and m acaroni products-—shall m eet the follow ing requirem en ts
to  be suitable for b read-m aking:

D A T A
F irs t W ate r V olum e of Bread Specific

Grade Absorption on 100 grams of flour, Volume of
F lours % M inim um Bread

Four Zero 56-62 550 ml. 4.20
T rip le  Zero 57-63 520 ml. 4.00
D ouble Zero 60-66 500 ml. 3.80
Zero 62.5 475 ml. 3.20
A rticle  271.— F lours classified in com m erce as “Second Grade Flour” 

are ob tained by g radual reduction of the wheat remaining 
a fte r the  20 percen t used for F irs t Grade F lo ur has been 
bolted, yield ing an am ount of about 40 percent of the 

w eigh t of the clean grain . T hey  shall be w hite, w ith  a sligh tly  yel
low ish tinge, and m ay have tiny  yellow ish specks caused by the 
m illing of the  bran.
A rticle  272.— T he term  “Third Grade Flour” is used to  designate the 

product obtained by g radual reduction of the  w heat left 
over a fte r the  first and second grade flours have been 
bolted. I ts  w eigh t m ay vary  betw een 12 and 14 percent of 

th a t of the clean grain . I ts  color m ay be m ore or less dark yellow ish, 
b u t m ust never be blu ish  or grey, and any specks or spo ts m ust 
come from  fragm en ts of the bran.
A rticle  273.— O ther products ob tained by m illing w heat a r e :

a. Bran: the  m illing  residue consisting  of the pericarp  of the 
g ra in  m ixed w ith  the  ou ter p a rt of the endosperm  and perisperm .
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b. Light Bran: bran  g round  m ore finely th an  bran  and com ing 
from  the deeper layers of the  pericarp, w ith  part of the  endosperm  
and perisperm .

c. “Rebacillo”*: the mill p roduct w hich tails over the last fine 
sieve in the  m ill after the flour has been extracted . W hen obtained 
from an identical type of w heat, “R ebacillo” contains approxim ately  
63 percent of n itrogen-free ex tract, w hereas L ig h t B ran contains 59 
and  B ran 56 percent.

d. “Semitin” is m illed m ore finely th an  “Rebacillo” and contains 
a larger am ount of endosperm  and perisperm .

e. “Semitab' or “Asemita”: a m ix ture  of “Sem itin” and Second 
G rade F lo ur usually  sold w ith  a labeling th a t sta tes the flour conten t, 
such as “30 or 40 percent S em ita.”

f. “Groats’1: the  endosperm  and perisperm  of m ore or less coarsely 
g round  grain  obtained w hen the grain  is passed th ro ug h  the first 
m illing sieves (abou t 190 openings per square cen tim eter).

g. “Semolina”: the  sam e product as described a t f., bu t m ore 
finely grained (abou t 640 openings per square cen tim eter), th e  m id
dling  betw een groats and flour.

In  conducting  analyses, it m ust be considered th a t w ith  tim e, the 
partic les of g roa ts  and sem olina m ay d isin tegrate , thus producing  a 
certa in  am ount of flour.

Article 274.— The name “Starch,” preceded by the name of the vege
table from  which it has been obtained (such as corn starch , 
w heat starch , rice starch , e tc .), m ay be usee only to  desig
nate  the sta rchy  substances found in the aerial organs of

plants.
T he nam e “Faecula,” preceded by  the nam e of the  vegetab le from  

w hich it has been obtained, m ay be used only to  designate the s ta rchy  
substances from  sub terran ean  parts  of p lan ts (roots, tubercles, rh i
zom es). T h u s : P o ta to , m anioc, salep faecula, etc.

In  bo th  starches and faeculae, the ash content, calculated on the 
d ry  residue, m ay no t exceed 1.5 percen t and the w ater con ten t m ay 
no t exceed 15 percent, w ith  the exception of po tato  faecula, in which 
it m ay am ount to  up to 18 percent.

S tarches and faeculae in tended for use in canned products m ust 
be free from  therm ophilic  bacteria.

* N ote of the T ran s la to r: A L atin- 
A m erican product.
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Article 275.— The name “Arrowroot” means the faecula extracted from  
the rhizom es of various plants of the genus M aran ta  
(Maranta arundinacea, nobilis, etc.). A verage percentage 
com position : w ater 13; protein 0.3; fat 0.1; assim ilable 

carbohydrates 86; crude fiber 0.05; ash 0.2.
A rticle  276.— T he nam e “Sago” m eans the starch  ex tracted  from  

various species of palm  trees (Metroxylon sagu, etc.). Pearl 
sago prepared  from  po tato  faecula m ust be labeled “ P o ta to  
sago.” A verage percentage com position : w ater 12 to 15; 

p ro te in  0.1 to  0.8; fat 0.1 to  0.2; assim ilable carbohydrates 78 to  84; 
crude fiber 0.1 to  0.4; ash 0.1 to  0.7.
A rticle 277.— T he nam e “Salop” means the starch extracted from the 

tubers of various orchids (Mascula militares, morio, lati- 
jolio, etc.). Average percentage com position : w ater 11; 
p rotein  5; fat 0.2; carbohydrates (gum  48; sta rch  27; 

sug ar 1) 81; crude fiber 0.6; ash 1.5.
A rticle 278.—T he nam e “Tapioca” m eans the product obtained by 

heatin g  m oistened, g ranu la ted  and partia lly  gelatin ized 
cassava starch . T he granu la tion  usually  takes the form  
of seeds, pearls, or flakes. Tapioca prepared from po tato  

faecula or o ther s ta rchy  substances shall be designated  by the  nam e 
of the  substance from  w hich it w as m ade: “ P o ta to  tap ioca.” “sago 
tap ioca,” etc. A verage percentage com position : w ater 12 to 15; 
p rotein  0.4 to  0.9: fat 0.1 to  0.2; assim ilable carbohydrates 82 to 88; 
crude fiber 0.1 to  0.3 ; ash 0.1 to  0.3.
A rticle 279.— T he name “Manioc rind" means the product obtained by 

rasp ing  and d ry ing  cassava from  w hich the radical CN has 
been rem oved. M anioc rind meal m ust contain sta rch  in 
a p roportion  of no t less than  70 percent and its ash con

ten t m ay not exceed 2 percent.
T he nam es “Manioc meal” and “ Tapioca meal” mean sweet cas

sava (Manihot palmata Milll) and b itte r  cassava (Manihot utilissima 
Pohl and varieties thereof) peeled, washed, freed from the radical CN, 
rasped and ligh tly  roasted . I ts  color m ust be w hite or yellow ish, 
and it shall no t leave any  residue w hen passed th rough  a sieve w ith  
36 openings per square centim eter. I t  shall not contain any  foreign 
matter, larvae, mites, etc. and shall be in a perfect s ta te  of p reserva
tion. I ts  m oisture con ten t m ay no t exceed 15 p ercen t: its ash shall 
not exceed 2 percent; its acid ity  m ay not be m ore than 0.2 percen t
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expressed as sulfuric acid, and its sta rch  conten t shall no t be less 
th an  60 percent. M anioc m eal subm itted  to a second roasting  process 
shall be nam ed “R oasted  m anioc m eal.’’ A verage percen tage com posi
t io n : w ater 13; protein  9 ; fat 0.5; assim ilable carbohydrates 74.5; 
crude fiber 1.5; ash 1.
A rticle 280.—The name “Carob meal” means the ground seeds of white 

carobs (Prosopis alba Griseb). A verage percentage com 
position : w ater 12; p ro te in  8 ; fat 0.8; assim ilable carbo
hydra tes 66; crude fiber 10; ash 2.7.

A rticle  281.— T he nam e “Banana flour' m eans the product obtained 
by d ry ing  and pu lveriz ing  the  fru its  of various kinds of 
banana trees (especially Musa paradisiaca). Its color must 
be sligh tly  greyish, its ta s te  acid and astrin gen t, and it 

m ust no t cake. T he addition  of sw eeteners m ust be declared in the 
labeling. P ercen tage  com position (w hich varies depending upon the 
ripeness of the f ru i t) :  w a te r 3 to  12; p rotein  3.5 to  5; fat 0.6 to 4 ; 
assim ilable carbohydrates (sugars 4 to  48) 77 to  81 ; crude fiber 1.4 to  
2.5; ash 2.3 to  3.5.

T he nam e “Banana stare,, m eans the  product obtained by rasp ing  
peeled green bananas whose pulp has been properly w ashed. I t m ust 
have the  appearance of a b rig h tly  w hite fine pow der w hich, w hen 
pressed w ith  the  fingers, creaks like po tato  faecula. A verage per
centage com position : w ater 10; p rotein  10; fat 0.5; assim ilable 
carbohydrates 69; crude fiber 8 ; ash 2.8.
Article 282.— T he nam e “Kafir” means the grains of Sorghum cafrorum 

Beaur and varieties thereof, whose flour is used in b read 
m aking, to  w hich end it m ay be m ixed w ith  w heat flour. 
A verage percentage com position : w ater 12; protein  12; 

fat 3.5; assimilable carbohydrates (sugars 9) 68; crude fiber 2; ash 1.2.
A rticle  283.— Vegetable flours m ust lie labeled and advertised  s ta tin g  

the  nam e of the  vegetable used, and in case of m ix tures, 
their components. Average percentage composition: (Green 
p e a s ) : w ater 11; p rotein  23; fat 1.5; assim ilable carbo

h y dra tes  60; crude fiber 2.1; ash 2.3, (C h ickpeas): w ater 12; p ro 
te in  18; fat 3.8; assim ilable carbohydrates 60; crude fiber 3.3; ash 3. 
(L e n ti ls ) :  w a te r 11; protein  22; fat 1.2; assim ilable carbohydrates 
59; crude fiber 3.7; ash 2.7. (B e a n s) : w a te r 12; p rotein  25; fat 1.4; 
assim ilable carbohydrates 55; crude fiber 3.8; ash 2.6.
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A rticle  284.—T he nam e “Vegetable grits” (peas, beans, chickpeas, etc.)
m eans products consisting  of a m ix ture of vegetable flours 
and w heat sem olina. A verage percentage co m p o sitio n : 
w ater 8 to  15; p rotein  8 to  15; fat 0.5 to 1; assim ilable 

carbohydra tes 40 to  60; crude fiber 0.9 to  2; ash 1 to  2.
A rticle  285.— T he nam e “Soup and puree m ix" designates single or 

m ixed cereal and vegetable flours, to which m eat ex tracts, 
vegetab le ex tracts, pow dered m ilk and perm itted  condi
m ents m ay have been added. T h e ir com position m ust lie 

declared in labeling and advertising .

A rtic le  286.— T he nam e “Potato flour" m eans the product obtained 
by g rin d in g  the dried tu bers  of Solanum tuberosum L. 
A verage percentage com position : w ater 12; protein 6.5; 
fat 0.2; assimilable carbohydrates 75; crude fiber 2; ash 3.8.

T he nam e “Potato faecula” m eans the starch  ex tracted  from the 
tu bers  of Solanum tuberosum L. Percentage composition; water 13 to  
18; protein  0.05 to  1 : fat 0.01 to  0.07; assim ilable carbohydrates 76 to 
86; crude fiber 0.02 to  0.14; ash 0.2 to  0.5.

C ornstarch  m ay be nam ed “ Corn flour.” A verage percentage 
com position : w ater 12; protein 0.3; fat 0.1; assim ilable carbohy
drates 87 ; ash 0.3.
A rticle  287.— T he nam e “Quinoa* Flour” m eans a flour obtained by 

g rin d in g  the dried seeds of Chenopodium quinoa Willd., from 
w hich the  tegum ents have been rem oved m echanically or 
by an alkaline process. I t must not be confused with flour 

of “Inca W h e a t” (Amarantus edules Speg.). A verage percentage com 
po sition : w ater 15; protein 10; fat 3; assim ilable carbohydrates 
(su gar 3) 68; crude fiber 2 ; ash 1.5.
A rticle  288.— T he nam e “Soybean flour” m eans the flour obtained by 

g rin d in g  the  dried seeds of Glycine soja and varieties 
thereof.

D epending on its grade, soybean flour is classified into “0”, “00” 
and “000.” A verage percentage com position ; (N orm al flour) w ater 
8 ; p ro te in  45; fat 21; assim ilable carbohydrates 18; crude fiber 1.8; 
ash 4. (D efa tted  flou r): w a te r 8; p rotein  58: fat 2.5; assim ilable 
carbohydrates 23; crude fiber 2 ; ash 4.5.

* N ote of the T ran s la to r: A goose- 
foot variet}'.
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Article 289.— Cereal flours and vegetable flours may be mixed, provided 
alw ays th a t in labeling and advertising  such m ixtures, 
the  nam es of th e ir  com ponents be s ta ted  clearly in the 
order of th e ir  proportion.

Article 290.— The word “Cream” may not be used to distinguish high 
quality  or special flours, starches or faeculae.

Article 291.—The name “Pancake M ix” means a mixture of cereal flours to 
which powered milk, chemical leavening, salt and /o r sugar 
have been added and w hich m ay contain permitted flavors.

Article 292.—The name “Edible dextrine” means the product obtained 
by the incomplete hydrolysis of starch. Edible dex trine 
m ay no t contain reducing  sugars in a p roportion  of m ore 
th an  13 percent, calcu lated  as dex trose on the  m oisture- 

free substance, or ash in a proportion  of m ore than  1 percent.

Alimentary Pastes

A rticle 293.— T he nam es “Noodle Factory,” “Macaroni plant,” etc.
mean plants at which noodles and macaroni products (ali
m en tary  pastes) are being  m anufactured . Such plants 
shall m eet the general s tan dards and in addition have 

room s in w hich to  sto re raw  m aterials and finished products, a 
m anu fac tu ring  room  and a pack ing room  w ith a flat ceiling, w a te r
proof floors and w ainsco ts w aterproofed up to  a heigh t of 1.80 m. 
T he  w ork tab les shall have a sm ooth surface m ade of tiles, cem ent, 
m arble, hardw ood or ano th er su itab le  m aterial. T he en tire  m anufac
tu rin g  process shall be m echanical, except for the m ixing of the dough 
w hich m ay be either m echanical or m anual. T he dry ing  shall take 
place in driers w ith  cold or hot. d ry  or m oist air, depending upon th e  
product and the process used. Long-goods m ay be dried over od o r
less wooden rails or stain less m etal sticks. All s tre tchers, sifters and 
tray s  shall consist of a fram e lined w ith  a stain less m etal sheet coated 
w ith  rust-proo f pa in t approved by  the  health  au tho rity , w ith  plastic  
screens, and shall be covered w ith  pieces of burlap, ju te  or cotton. 
T he boxes or tray s  shall also be so constructed  th a t w hen stacked 
on top  of each o ther, they  form  a tig h t ensem ble w ith  continuous side 
walls. T he  finished products shall be placed on tables, racks, stands, 
in boxes, barrels, bu rlap  or co tton  bags, or on racks w ith  legs, sepa
ra ted  from  the  floor and pro tected  from  atm ospheric  contam ination , 
insects, m ites and rodents. A lim en tary  pastes m ay no t be m anufac
tu red  in cellars, basem ents and o ther unsu itab le places.
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Article 294.— The names “Fresh Alimentary Paste Plant;' “Noodle and 
Ravioli Plant,” and sim ilar nam es m ean plants at which 
noodles, ravioli and sim ilar products in tended for im m e
diate sale are prepared. Such plants m ust m eet the gen

eral requ irem ents and have sto rage facilities for raw  m aterials, a 
processing room  w ith  w aterp roof floor and a w ainscot w aterp roofed  
up  to  a heigh t of 1.80 m., and a refrigera to r in w hich to  keep easily 
perishable products.

If a m anufactu rer so desires, he m ay com bine the  processing and 
sales room s in one, alw ays provided th a t it is pro tected  from  outside 
con tam ination  and, if necessary, is provided w ith  exh aust fans.

U nder no circum stances m ay the fillings used in the preparation  
of fresh alim en tary  pastes (ravioli, capelletti, to rtellin i, etc.) or the 
pastes con ta in ing  them  be kept for m ore th an  24 hours from  their 
p reparation .
A rticle 295.— T he term  “Soup pastes” m eans unferm ented products 

ob tained by m echanically m ixing and kneading w ith  po ta 
ble w ater farina, sem olina or g lu ten-rich  durum  flours 
or flours used in bread-m aking or m ix tures thereof. Pastes 

m ade from o ther g roa ts  or flours or con ta in ing  eggs, saffron, tu rm eric , 
vegetab les, au thorized  colors, w heat germ  or o ther perm itted  addi
tives shall be labeled accordingly. T o accelerate cooking, sodium  
phosphate  m ay be added in a proportion of up to  0.5 gram s per 100 
w ith o u t a declaration.
A rtic le  296.— A lim entary  pastes are classified according to th e ir 

shapes in to : L ong-goods (M acaroni, spaghetti, verm icelli, 
ribbons, etc.) ; short-goods (elbow s, shells, bow -knots, 
e tc .) ; p a s t in a : (rings, stars, b irdshot, etc.) and T hreaded  

P a s te s : (A ng el’s hair, spaghettin i. etc.) and depending on th e ir  con
sistency, into fresh and dried pastes. F resh  pastes m ust be sold 
w ith in  24 hours from  th e ir p reparation  and m ay contain w ate r in a 
p roportion  of up to  35 p e rc e n t; dry pastes m ay not contain m ore than  
14 percent of w ater. In  both , the  acid ity  m ay not he m ore than  0.45 
percent, expressed as lactic acid.

P astes  which are being sold as “ E x tra ,” “Super E x tra ,” etc. m ay 
not have an acidity of more than  0.10 percent, expressed as lactic acid, 
or con tain  ash in a proportion  of m ore than  0.65 percent calculated 
on the m oisture-free substance.

M oreover, a lim en tary  pastes m ust be able to  w ith stand  boiling 
un til they  are ready for serv ing  w ith ou t d is in teg ra tin g  and w ith ou t
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clouding or coloring th e  liquid in w hich they  are cooked. F resh  pastes, 
prepared w ith  vegetables are excepted from  th is last requ irem ent. 
T heir hardness shall be determ ined by  th e ir cooking tim e in an am ount 
of w ater ten  tim es th e ir  w eigh t (50 gram s of paste in 500 ml. of 
potable w ate r to  w hich 2.50 gram s of k itchen salt has been added), 
w hich shall fluctuate betw een seven and th ree m inutes for fresh 
pastes and betw een tw o and th irty-five m inutes for dry ones.
A rticle 297.— Noodles prepared w ith  flours or crushed noodles are 

p roh ib ited  from  being  nam ed “G roat N oodles.”
A rticle 298.— D ry egg noodles, also named “Egg noodles,” shall contain 

eggs in a proportion  of no t less than  tw o eggs per k ilo 
gram  of flour and th e ir cholesterol con ten t, calculated on 
the m oisture-free substance, m ust be not less than  0.04 

gram s per 100 gram s. U nfilled fresh noodles, ribbons, etc. w hich are 
called “egg noodles” m ust con tain  a t least th ree  egg yolks per kilo
gram  of dough and for th is  reason have a cholesterol content of not 
less th an  0.06 gram s per 100, calcu lated  on the m oisture-free sub
stance. T h e ir  color m ay no t be reinforced w ith  any kind of dye.
A rticle 299.— D ry alim en tary  pastes m ay be colored w ith  (na tu ra l or 

syn th e tic ) substances of vegetab le origin au thorized  by 
th is Code and the com petent health  au tho rity , bu t such 
coloring m ust be sta ted  on the  label in a clearly  visible 

m anner th a t does no t allow any confusion or deception. F resh  pastes 
m ay be colored as follows w ith ou t a declaration in the la b e lin g :
1. Y ellow  p astes : w ith  egg s; 2. G reen p astes : w ith  vegetables, sp in 
ach, chard, etc .; 3. Red pastes: w ith  peppers an d /o r  tom atoes and 
pepper and tom ato  preserves.
A rticle  300.— A lim entary  pastes prepared  w ith  pastes left over from  

previous batches, no t fit for hum an consum ption or for 
som e reason in conflict w ith  th e  provisions of th is Code 
shall be considered unsu itab le  for hum an consum ption.

Bakery Products
A rticle  301.— The name “White Bread,’’ or simply “Bread,” without any 

fu rth e r definition, m eans the  product ob tained by bak ing 
a dough m ade of a m ix tu re  of w heat flour, potable w ater 
and salt, ferm ented by the  addition of a sour or yeast 

(b rew ers’ yeast, cereal yeast, syn the tic  y east). T he kneading  of 
bread dough m ust be done m echanically.
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T he  w ater con ten t of bread m ay no t exceed 40 percent, and its 
to ta l ash conten t, calculated on a m oisture-free basis, m ay not exceed
3.25 percent.

B read m ade from  flours o ther th an  w heat flour, or from  w heat 
flour to  w hich rice flour w as added in a proportion  of 30% (V ene
zuelan b read ), or bread w hich contains o ther food substances (m ilk, 
eggs, sugars, etc.) m ust be labeled according to  its com position as 
“ rye, barley, w heat and rice or V enezuelan Bread, m ilk bread ,” etc.

T o correct and favor ferm entation  sodium  or po tassium  brom ate 
m ay w ith ou t a declaration  be used in bread m anufacture  in am ounts 
no t exceeding 5 gram s per 70 kilogram s of flour, alw ays provided 
th a t the flour contains neither of these additives. In  the  p reparation  
of rye bread, th e  addition  of citric acid (of the  necessary pu rity ) is 
pe rm itted  in a p roportion  of 0.35 gram s per 100 gram s of flour. T his 
acid, w hen in tended for bread-m aking, m ust be m arketed  and sold 
already  m ixed w ith  rye flour. T he addition  of calcium  or sodium  
propionate in a proportion  of up to  3,000 p.p.m. and of potassium  
sorbate in a porportion  of up to  5,000 p.p.m. is likew ise perm itted  to 
inh ib it the  action of m icroorganism s of the B. mesentericus strain  
w hich causes bread to  becom e “ro p y ” or slimy.

A rticle  302.— T he nam e “French Bread” or “French-type bread” means 
bread prepared  in the  sam e m anner as explained in the 
preceding article, w ith  or w ith ou t sours, th a t is cu t len g th 
wise before bak ing and w hich has a sh iny crust.

F rench  bread m ust m eet the  follow ing principal c h a rac te ris tic s ; 
it m ust be porous and ligh t, its soft p a rt m ust be elastic and uniform , 
and its taste and smell must be pleasant. Its water content m ay no t be 
m ore th an  35 percent by w eigh t of the  whole bread and its to ta l ash 
con ten t on a m oisture-free basis m ay no t be m ore than  3.25 percent. 
A verage percentage com position: w ater 31; p rotein  9 ; fa t 0.16; 
assimilable carbohydrates 58 ; crude fiber 0.2; ash (sodium chloride 0.8) 1.5.

F rench  bread is m arketed  in different shapes and w eigh ts under 
various distinctive nam es.
A rticle  303.— The name “Creole Bread” means loaves of a special shape.

Creole bread m ay no t contain w ate r in a proportion  of 
m ore than  40 percent by w eigh t of the w hole bread or m ore 
th an  3.25 percen t of to ta l ash. A verage percen tage com 

p o s itio n : w a te r 25; p rotein  9 ; fa t 0.4; assim ilable carbohydrates 54; 
crude fiber 0.3; ash (sodium  chloride 0.3) 1.
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W hen fat has been added to  the  dough of Creole B read in a 
p roportion  of no t less th an  4 percent, it shall be sold as “bread w ith 
fa t,” “m iriñaque” or “cannon bread ,” w hich can have various sh a p e s : 
a  cross, horn, etc.
A rticle 304.—The name “German Bread’’ m eans bread prepared w ith  

b rew ers’ yeast or cereal yeast in whose dough p a rt of the 
w ater has been replaced by beer. I t  has a sh iny crust. 
A verage percen tage com position : w ater 35; p rotein  9; 

fa t 0.2; assim ilable carbohydrates 54; crude fiber 0.2; ash (sodium  
chloride 0.3) 0.9.
A rtic le  305.— T he nam e “Vienna Bread” m eans bread prepared w ith 

b rew ers’ or cereal yeasts and milk. D u ring  bak ing  the 
upper p a rt is sprayed  w ith  a m ix ture of faecula and w ater. 
A verage percen tage com position : w a te r 25; p rotein  10; 

fa t 1.8; assim ilable carbohydrates 61; crude fiber 0.2; ash (sodium  
chloride 0.5) 1.
A rtic le  306.— The names “Sandwich Bread” and “English Bread” mean 

bread m ade by p lacing the  dough in a greased form  which, 
pu t in to  th e  oven, produces a sho rt loaf w ith  a large soft 
crum b. E nglish  T om ato  B read is prepared w ith tom ato  

ex trac t in a proportion  of 10 per thousand  and E ng lish  Spinach 
B read is prepared  w ith  10 percen t of spinach leaves.
A rticle  307.—The name “Graham Bread” means bread made from whole 

w heat flour and w ater, to  w hich no yeast or sa lt has been 
added. T he dough is left to  ferm ent for several hours
(w ith  the  yeast o rig inally  p resen t in th e  whole w heat

g ra in ) and then  baked in tin  m oulds. G raham  bread shall no t con tain  
w ate r in a p roportion  of m ore than  40 percent by w eigh t of the  whole 
loaf and no t m ore th an  2 percent of ash. T he selling as G raham
B read of dark  or w hole w heat bread prepared  w ith  yeast and salt
shall be considered a fraud. Average percentage com position: water 
35; p ro te in  9.5; fat 0.8; assimilable carbohydrates 51; crude fiber 1.7; 
ash (sodium  chloride 0.1) 1.5.
A rticle 308.— Dark bread or whole w heat bread is bread prepared 

w ith  equal p a rts  of whole w heat flour and trip le-zero  grade 
flour, com pressed yeast or sours, and various additives 
in tended to  im prove the  f lav o r: b u tte r  or ano ther fat, m alt 

ex tract, rye flour, etc. I t  is generally  baked in pans. I t  m ay not 
con tain  w ate r in a p roportion  of m ore th an  40 percen t by w eigh t of
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th e  w hole loaf and no t m ore th an  3.5 percent of ash, including the  
salt. A verage percentage com p osition : (D ark  bread w ith  a sour) : 
w ater 32; protein  8.5; fat 0.5; assim ilable carbohydrates 56; crude 
fiber 0.9; ash (sodium  chloride 0.3) 1.4. (D ark  bread w ith  com 
pressed yeast) : w ater 36; protein 10; fa t 3; assim ilable carbohydrates 
47; crude fiber 1.8; ash (sodium  chloride 0.5) 1.6.

T he nam es “ Sim ons, Sanitas, G row itt, S teinm etz, F inker, Schlue- 
te r” bread m ean breads w ith  a base of w hole w heat flour prepared 
according to  special processes.
A rticle 309.— T he nam e “Grissini” m eans long, th in , crispy bread- 

sticks prepared  w ith ou t yeast w ith  w heat flour, b u tte r  or 
ano th er shorten ing , w a te r and salt. A verage percentage 
com position : w ater 10; p rotein  12.5; fat 0.2; assim ilable 

carbohydrates 75; crude fiber 0.1; ash (sodium  chloride 0.9) 1.6.
M alted “G rissin i” m ust contain not less than  8 percent of m alt 

e x t ra c t ; G roat “G rissin i” equal am ounts of w heat flour and groats, 
and W hole W h ea t “G rissin i” a 50:50 m ix tu re  of w hite and whole 
w heat flour.
A rticle 310.—T he nam e “C racker” m eans various products prepared 

w ith  flour, little , or very  little , yeast and potable w ate r. 
C rackers are found in com m erce in the follow ing ty p e s :

1. M oulded C rackers: so nam ed because the  dough is cu t before 
bak ing w ith  a round iron of vary ing  diam eters. T heir surface is 
pierced to  p reven t the  form ation of blisters.

T his type of cracker includes the so-called “w ater crackers,” 
“honey crackers,” “biscu its,” “m alt crackers,” “whole w heat crackers,” 
etc., w hich are d istinguished from  each o ther by th e ir ingredients.

M oulded crackers m ay no t contain w ate r in a proportion  of m ore 
th an  12 percen t by  w eigh t of th e  w hole product.

2. P la in  or hand-cut C rack e rs : so called because they  are cu t by 
hand. T h ey  are usually  sold as sm all biscuits of various sizes, w hich 
are dark  on th e  outside, w hite  on the  inside. T hey  include the  so- 
called “ F ield crackers.” T h ey  shall no t contain w ater in a p roportion  
of m ore than  30 percen t by  w eigh t of the  w hole cracker and no t 
m ore than  2.3 percent of ash.

3. M ulti-layer c ra c k e rs : crackers m ade by  p lacing a layer of 
dough about 2 cen tim eters th ick  on top of ano ther layer of equal 
th ickness and then  cu ttin g  the w hole to  size. A verage percen tage
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com position : (W a te r C rackers) : w ater 11 ; protein 12; fa t 0.8; assimil
able carbohydrates 75; crude fiber 0.2; ash (traces of sodium  chloride)
0.6.— (Field C rackers): water 25; protein 10; fat 1; assim ilable car
bohydrates 62 ; crude fiber 0.2; ash (sodium  chloride 0.5) 1.2.
A rticle 311.—The name “Easter Rusk” m eans a product m ade w ith  a 

base of flour, milk, b u tte r  or ano th er shortening, and eggs, 
flavored w ith  na tu ra l essences, w hich is so d as a tw isted  
roll decorated w ith  g ranu la ted  sugar and w hole hard- 

boiled eggs. U sually , a little  g ift is p u t inside th a t is supposed to 
b rin g  luck to  the  finder.
A rticle  312.— T he nam e “Unleavened Bread” m eans the  product p re 

pared by quickly hea tin g  a dough prepared w ith  w ater and 
fine flour or sta rch  betw een tw o m etal sheets or in m oulds.

A rticle  313.— Bread C rum bs m ay be prepared only at bakeries or 
p lan ts engaged specifically in th is business. O nly whole 
loaves in good condition m ay be used for the purpose.

B read crum bs shall be sold in containers sealed w ith  cellophane 
or ano th er m oisture-proof m aterial and shall have the respective 
labeling.
A rticle  314.— T he generic nam es “baked goods” a n d /o r  “p as try ” 

identify  sw eet or salted  products of various shapes and 
sizes, prepared  w ith  flour, potable w ater, yeast, b u tte r  or 
ano th er shortening, sugars, salt, milk, eggs, egg  w hite, 

sw eet and b itte r  alm onds, and pine nu ts, w ith  or w ith ou t the  addition 
of perm itted  flavors.

T he m axim um  hydrocyanic acid con ten t of p roducts con tain ing  
alm onds shall be 40 p.p.m.

T hese products are being sold under nam es such as : Half Moons, 
Health Bread, “Palmeras,” macaroons, Madeleines, scones, tarts, black 
and white cakes, vanilla wafers, etc.
A rtic le  315.— T he nam e “Patay”* means a product prepared by knead

ing carob (Prosopis algarrobo) flour and w ater in to a 
dough th a t before bak ing  is shaped in to sm all bricks. P e r
centage co m p o sitio n : w ater, from  10 to  12; protein, from  

4 to  6 ; fat, from  0.8 to  1.5; assim ilable carbohydrates (sta rch  from  
8 to  12) from  55 to  65 ; crude fiber, from  5 to  6 ; ash, from  5 to  8.

* N ote of the T ra n s la to r: A L atin- 
A m erican type of cookie.
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A  sim ilar dough prepared w ith  ju jube (Zizyphus mistol) flour is 
called “ju jube P a tay .”
Article 316.— The generic names “Cookies” and “Biscuits” distinguish 

m any products w hich have a base of w heat flour or o ther 
flours and  are prepared  w ith  or w ith ou t the addition  of 
yeast, b u tte r  or ano ther shortening, m ilk, cheese, sugars, 

magnesium carbonate in a proportion of up to 0.5 grams per 100 gram s 
(rolled w afers), condim ents and flavors, and are given fancy shapes 
before they  are placed in the  oven. A verage percen tage com position 
(W ater-ty p e  cookies) : w a te r 5 ; protein  12; fat 7; assim ilable ca r
bohydrates 71 ; ash 4.5. (C ream  cookies, sandw ich-type cookies) : 
w ater 5; p rotein  12; fat 10; assim ilable carbohydrates 68; ash 4. 
(G raham  c rack e rs ): w ater 5; p rotein  10; fat 10; assim ilable carbo
hydra tes 69; crude fiber 0.8; ash 4.5 (W afer type cookies) : water 6; 
protein  6 ; fat 14; assim ilable carbohydrates 71 ; ash 2.5.
A rticle 317.— “Pretzels” shall be prepared w ith flour, w ater, salt, b u t

te r  or ano th er shorten ing , and yeast. T he dough is left 
to ferm ent, shaped in to  sticks which are then  bent to 
form an 8 etc., cooked in an alkaline bath , baked, salted 
and returned to the oven for a few minutes. Average percent

age composition: water 10; protein 9.5; fat 3.8; assimilable carbohydrates 
72; ash 4.

“Wheat Flake Biscuits” are prepared w ith  the  flakes m entioned 
in A rticle 265, num eral 4, w hich, p rio r to  baking, are pressed into 
biscuits.

Cones are prepared w ith  flour, sugars, w ater, eggs and b u tte r  or 
ano th er sh o rten in g ; the dough is shaped in to  w afers w hich are then 
rolled in to cones or cornucopias.

“Butter Cookies” are prepared w ith  flour, a generous q u an tity  of 
b u tte r  or ano ther shorten ing , sugars, eggs, w ine and other au thorized 
products. T he  w hipped b a tte r  is placed in paper m oulds of different 
shapes and baked. W h en  done they  are sprinkled w ith  sugar. “Pol- 
vorones” (a scone varie ty ) are m ade from  a sim ilar batter and, when 
done, sprinkled w ith  sugar and cinnam on.

T here  exist m any sim ilar products in different shapes prepared 
w ith  different processes: Cat’s Tongues, Madeleines, Scones. Vanilla 
wafers, etc.
A rticle 318.— As a general rule, the various types of bread, pas try  

and o ther bakery  products shall be sold under nam es
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w hich clearly indicate th e ir  nature . A ny products whose 
com position differs from  the one im plied by th e ir name 

shall be considered m isbranded unless the purchaser is notified of 
th e ir com position in a clear and unm istakable m anner.

A rticle 319.— Bread, crackers, cakes and o ther baked goods are p ro 
hibited  from  being circulated , held and sold if they  are 
poorly prepared or baked, if dyes have been used instead 
of eggs, if they  contain foreign substances, are con tam 

inated  by cryptogam ie diseases or anim al parasites, are dam aged or 
adu ltera ted , or if th e ir  acidity , in the case of w hite  bread, is over
0.54 percent calcu lated as lactic acid, and in the case of dark  bread 
(w hole w heat, rye, e tc .), over 0.72 percen t calculated as lactic acid. 
Such poorly  prepared and baked, burned, dam aged or adu ltera ted  
bread  or bakery  goods shall be seized sum m arily  by the  inspection 
authorities without prejudice to such other proceedings as may be applicable.
A rticle 320.— Bread, pastry  and o ther bakery  goods are proh ib ited  

from  being circulated , held and sold if they  have a poor 
appearance or sm ell, are no t fresh, perfectly  preserved and 
free from  contam ination  by pathogenic bacteria, or if they  

contain harm ful substances and ex traneous or proh ib ited  products.
A rticle  321.—T he nam e '‘Bread Bakery” (Panadería’’) means any estab

lishm ent at w hich bread, crackers and sim ilar products 
are prepared  ; the  nam es “Pastry Shop” (“ P aste le ría” ) or 
“Dough and Cake Bakery” (“ F ábrica  de M asas y P as

te le s”) m ean the  estab lishm ent a t w hich these and sim ilar products 
are prepared, and the name “Cookie Bakery” ( “Fábrica de Galletas” ) 
the estab lishm ent which produces th is type of baked goods.

All these p lan ts shall m eet no t only the  general requirem ents, 
b u t also the  follow ing requisites :

1. T he  room s used to  sto re flours and o ther supplies shall m eet 
all conditions required  for the  purpose ; they  shall be clean and well 
ven tila ted  and protected  from  harm ful anim als, rodents, insects, etc.

2. T he m anufac tu ring  room s shall be large, have a flat ceiling, 
a waterproof floor and a waterproof wainscot 1.80 m. high, which 
m ay consist of flagstone, glazed tiles, small slabs or another m aterial 
w hich, in the opinion of the health  au tho rities, is equally  hygienic. 
W h en  cake b a tte rs  or o ther p astry  products are prepared in bread 
bakeries, a special room  shall be required  therefor.
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3. D oughs and b a tte rs  con ta in ing  eggs or b u tte r  shall be w orked 
on m arble tab les and m ay no t come in to con tact w ith  copper vessels 
unless th ey  are lined w ith  tin  plate. If it is necessary to  w et the  
surface of bakery  products, th is shall be done by m eans of a m echan i
cal sprayer. A ll m achinery  and  equipm ent used shall alw ays be kep t 
perfectly  clean and in good w ork ing  order.

4. E xp ec to ra tin g  and sm oking shall be proh ib ited  in the m anu
fac tu rin g  room s, and signs to  th a t effect shall be posted  and cuspidors 
w ith  d isinfectan ts be provided. In  bathroom s and to ilets, signs shall 
be posted s ta tin g  th a t one m ust w ash one’s hands each tim e one 
leaves the  room , for w hich purpose w ash-basins shall be provided 
near-by. Special care shall be taken  to  assure com pliance w ith  these 
provisions.

5. W henever bread, crackers, cakes and o ther p roducts of bread 
and p astry  m anufacture  are found to have been con tam inated  by m i
croorganism s, all w ork ing  u tensils  shall be sterilized.

6. Baking ovens shall be at least 50 centim eters d is tan t from the  nex t 
partition, and their chimney must likewise be at least 50 centimeters distant 
from  the  partitio n  and be equipped w ith  a soo t-catching device.

7. D ry ing  cham bers and ceilings m ust be w hitew ashed ; w alls 
m ust be p lastered  and w hitew ashed , and floors m ust be w aterproof.

8. T he sales room s shall be staffed w ith  em ployees whose only 
du ty  is selling. B read m ay be sold loose, in pieces and unw rapped 
only a t bakeries or bread shops. In  all o ther ou tlets, bread m ay be 
sold only in its original wrapper (as packed at the  bread bakery).

9. B read bakeries, pastry  shops, cookie factories and sim ilar 
estab lishm ents m ay no t be installed  in garages or basem ents, are 
no t perm itted  to  do business in apartm en t buildings, to  com m unicate 
d irectly  w ith  such bu ild ings or w ith  any  dangerous, d is tu rb ing  o r 
u n san ita ry  industria l p lants, or to  be close to  dairies, stables, ta n 
neries or slaughterhouses.
A rticle  322.— T he selling and shipp ing  of bakery products shall meet 

the  follow ing requirem ents :
1. U npackaged products shall be kep t a t ou tle ts engaged in th e ir  

sale exclusively on shelves or in show cases protected  by  glass, fine 
m etal m esh, plastic  or a su itable type of gauze w hich shall be kep t 
perfectly  clean.

2. In  any  locality officially considered a c ity  and in population 
cen ters expected to  develop in to  cities, bakery  products m ay be sold 
only by ou tle ts  th a t sell th is type of p roduct exclusively.
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3. In  all o ther centers of population , groceries and o ther sto res 
shall be perm itted  to  sell bakery  products, b u t only in th e ir orig inal 
w rapper (as packed a t the  bak ery ), alw ays provided that the goods 
are kept at suitable places, as provided for by A rticles 21 and 23 of 
th is Code.

4. U npackaged bakery  products m ay be shipped only in closed 
cars and vehicles safe from  contam ination .
Empanadas (meat pastry), Tortillas (pancakes), Arepas (griddle cakes). 

Churros (fritters), Pizzas, Sandwiches and Similar Foods
A rticle  323.— E stab lish m en ts  w hich prepare m eat pastry , pancakes, 

griddle cakes, tam ales, fritte rs , pizzas, sandw iches, snacks, 
canapés a n d /o r  sim ilar p roducts, separately  or com bined 
w ith  ano ther business, shall, as a m inim um  requirem ent, 

have for the  purpose a w ork room  w ith  runn in g  w ater and a sink 
d irectly  connected w ith  the m unicipal s e w e rs ; a sto rage room  for 
the raw  m aterials, and a sales room  th a t m eets the requirem ents fixed 
in th is  Code. B oth the  w ork and the  sales room s m ust have a flat 
ceiling, and be w ainsco tted  up to  a heigh t of 1.80 m., w ith glazed 
tiles, flagstone or ano ther sim ilar m a te r ia l; th e ir counters and tables 
shall be of m arble or ano ther sim ilar m aterial approved by the  health  
au tho rities. Such estab lishm ents are not perm itted  tc  do business 
in garages, basem ents or apartm en t bu ildings, nor m ay they  d irectly  
com m unicate w ith  such places or any  dangerous, d is tu rb ing  or un 
san ita ry  industria l estab lishm ent, or be close to  dairies or stables.

W h en  the  goods are  p repared  in sigh t of the  public, the w ork 
room  m ay on the  aforesaid conditions be com bined w ith  the  sales 
room  provided th a t the operation  of the stoves, ovens and chim neys 
do no t cause annoyance to the  public, affect the  san ita ry  condition 
of the goods or the  safe ty  of the  estab lishm ent and the  staff. T he 
cooking oven m ust be at least 50 centim eters d is tan t from  the  ad jo in 
ing walls.

Both the employees and the premises of such estab lishm ents and 
any equipm ent used (pans, cutlery , m eat slicers, etc.) shall no t only 
m eet the  provisions hereof, bu t shall also appeal to  the public by th e ir  
a ttrac tiv e  and spo tless appearance. T he finished goods shall be placed 
on tray s  or p la tte rs  m ade of china or ceram ics, stair.less m etal or 
ano ther au thorized  m ateria l w hich perm its the fat to  run  off. T he 
public shall be requested  by signs to dispose of used napkins in 
cans provided for the  purpose.

T he  firms shall have refrigera to rs  in w hich to  keep raw  m ateria ls, 
sandw iches, canapés and snacks requ iring  refrigeration .
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A rticle 324.— In places at which m eat pastries, griddle cakes, pan
cakes. sandw iches, pizzas, snacks, canapés, etc. are con
sum ed (tea  room s, cafés, luncheonettes, m ilk bars, piz
zerias, griddle bars, etc.) products m ay be re tu rn ed  free 

of charge only if they  w ere sold protected  by paper and safety 
closures ( m etal stap les) ; goods not m eeting  these conditions w hen 
re tu rned  by the pa tron  w ho ordered them  m ust be destroyed  sum 
m arily , even w hen they  have not been paid for. The w aiter and the  
ow ner of the  estab lishm ent shall be liable jo in tly  for failure to  com 
ply w ith  th is provision. T he health  au tho rities shall fix the tim e 
for w hich each of these products m ay be kept.

A rticle 325.— The general name “Pizzeria Products” is used for : P izza. 
“ F ugazza," “ F ainá,” “R ico tta  P izza’’ and shortcake.

P izza :— a product prepared w ith  flour, yeast, w ater and salt, 
which is generally  round and flat and garnished on the top  w ith  oil, 
tom atoes, anchovies ; it has to  ferm ent for som e tim e and is then  
baked in the oven.

“F ug azza” :— a pizza garn ished  w ith oil and onions cut into 
s trip s  or rings.

“ F ain á” :— a product prepared w ith chickpea flour, w ater, salt 
and oil and baked in the oven in a flat circular pan.

Shortcake :— a pastry  m ade of a b iscuit-dough consisting  of flour, 
m ilk, egg yolks, sugar, b u tte r  or ano ther sho rten in g  and bak ing pow 
der, filled w ith  fru it in syrup  and covered w ith  a lattice-w ork of the 
sam e dough : baked in the oven.

R ico tta  P izza :— a shortcake filled w ith  co ttage cheese or rico tta , 
sugars and glazed fruit.

A rticle 326.— Sandw iches m ay be covered or open.
Covered sandw iches, also called “em paredados,” consist of v a r

ious foods pu t betw een tw o or three slices of (English, German or 
black) bread, which m ay be plain or toasted , cold or hot. Open sand
w iches, also called “canapés,” consist of tiny  slices of (E nglish , G er
m an or black) bread, plain, fried or toasted , on which the foods which 
one w ishes to  serve are arranged.

D ry  sandw iches (w ith  cold cuts, cheeses, m eats, etc.) m ay be 
kep t under a glass bell at room  tem pera tu re  for up to  12 hours, bu t 
m oist sandw iches (w ith  salads, tom atoes, pickles, etc.) shall be kept 
in refrigera to rs or ice-boxes.
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A rticle  327.— T he term  “cocktail snacks” means various types of special 
p as try  and tidb its , such as tim bales, canapes, ta r tle ts , 
shells, chips, sm all cakes, m eat-filled pastry , sausages, cock
tail sausages, kidneys, m eat balls, croquettes, etc. of small 
size and varied  com position served cold or ho t to gether 
w ith  drinks.

A rticle 328.— The names listed hereinafter designate various products 
typical of certain  countries, w hich are usually  sold by  
stree t-vendors or a t special ou tlets :*

1. A lfan d o q u e : a cake m ade of sugar syrup, cheese, and anise or 
g inger, cu t in to strips. T he nam e applies also to  a type of sugar 
paste  prepared w ith  alm onds (See A rticle 354, num eral 1).

2. Arepa (Corn griddle cakes) : th e  hull of corn is rem oved in a 
pounding trou gh  (hulled corn) or by m eans of lye or lime (skinned 
corn) ; a fter hu lling  or skinning, the  corn is boiled un til it is tender, 
then  the soft dough is w hipped, sa lt and fat is added and the  whole 
is baked over a clay o r iron griddle. A repas are kep t hot in a coal 
stove or oven. Percentage composition: water 48 to 60; protein 3.7 
to  5.5; fa t 0.3 to  2 ; assim ilable carbohydrates 34 to  44; crude fiber
0.3 to  1.6; ash 0.7 to  1.6. A repas are som etim es decorated w ith  
cheese, ham , crisp bacon, etc.

3. Cachapa (a V enezuelan corn bread w ith  sugar) : a cake pre
pared  w ith  tender corn, raw  sugar and salt. I t  can be fried over a 
griddle (fried C achapa) or be w rapped in a corn leaf and then  cooked 
in boiling  w ater (leaf C achapa).

4. C a ta lin a : a cake prepared  from wheat flour and raw sugar syrup.
5. Casabe or C azab e : a cake m ade of m anioc flour.
6. C h u rro : a fr itte r  or cru ller m ade w ith  a dough of flour, w ater 

and salt, w hich is pressed th ro ug h  an orifice th a t gives it its charac
teris tic  cucum ber-shape. I t  is fried in deep fat or oil and then  left 
to  drain  in a basin or tray  of su itable m aterial.

7. Empanada (M eat Pie) : a pastry that consists of a rolled dough 
cut into rounds, on one end of which a piece of filling is placed (these 
fillings can be of different types and have a base of m eat, corn, vege
tables, fish, shellfish or cheese, etc.). T he p astry  is closed 'by fo ld ing

* N ote of the T ran s la to r: M ost of the equivalent term s in the E nglish  lan- 
nam es listed here designate regional guage. W herever possible, I added an 
specialties found only in L atin  A m er- approxim ate equivalent, 
ica, for which reason there do no t exist
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th e  dough like a ha lf-m oon ; then an edging is pu t on and the product 
is fried in fa t or hot oil, or baked in the oven.

8. G o fio : a p as try  prepared from  roasted  corn flour and raw  sugar 
syrup. A fter d ry ing  it is sprinkled w ith  the sam e flour and cut into 
rec tang u lar pieces (See A rticle 265, num eral 3).

9. H allaca or H ay aca : a tidb it prepared w ith  hulled corn (see 
A repa) to  which pieces of m eat, raisins, olives or o ther ingred ien ts 
m ay have been added. I t  is w rapped in a p lan ta in  leaf and cooked in 
boiling  w ater.

10. H a lla q u ita : prepared w ith  hulled corn ; the dough is w rapped 
in a green corn husk and boiled w ith  w ate r and salt.

11. H u m ita : the sam e as H allaca, bu t prepared w ith  skinned corn, 
peppers, tom atoes, e tc .; the m ixture is wrapped in a green corn husk 
an d  then  cooked in boiling w ater or a w ater bath.

12. M an jarete , Atol, A to le : a gruel of corn, sugar, milk and 
cinnam on (See A rticle 516, num eral 2).

13. M azam o rra : a p repara tion  sim ilar to M anjarete, but made of 
crushed or hulled w hite  corn, m ilk and sugar, to  w hich orange peel, 
c innam on etc. is usually  added.

14. P e lo ta : a preparation  m ade of hulled corn (see A repa), which 
is soaked in w ater for 3 or 4 days un til it begins to  a c id ify ; then 
syrup  or sug ar and a few orange slices are added and the liquid is 
concentra ted  under heat. W hen ready, it is w rapped in a plantain leaf.

15. T am ale : a dish sim ilar to  H allaca, bu t m ade w ith  skinned 
corn, w ith  or w ith ou t o ther ingredients, chicken, ham , sugar, etc. I t  
is w rapped in a p lan ta in  leaf and then  baked on a clay griddle or in 
bo iling w ater.

16. T o rtilla  (P ancake) : the so-called “M exican to rtilla ” is pre
pared w ith  hulled corn, w hich m eans corn from  which the hull has 
been rem oved by cooking it with lime and ash (N ixtam al), which is 
then  cleaned, crushed, kneaded and shaped in form  of a cake and 
baked  on a clay griddle called “com al.” P ercen tage com p osition : 
w a te r 45 to  51; p rotein  3.3 to  4.4; fa t 1.2 to  3 ; assim ilable carbohy
drates 42 to  45; crude fiber 0.6 to  0.8; ash 0.7 to  1.8.

G uatem alan to rtillas are likew ise prepared by cooking corn in an 
alkaline m edium , bu t using unhulled grains.

T he nam e “ N ix tam al” is used for corn cooked in w ater w ith lime 
and  ash. “N ix tam alina” is dried pow dered “N ix tam al.” [The End]
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N o w  R e a d y  . . . R e f l e c t s  1 9 6 8  T a x  C h a n g e s  T h r o u g h o u t !

1969 U S. MASTER TAX CUIDE
“ A m e r i c a ’s N u m b e r  O n e  Tax Book"

A nyone w ho needs a handy desk or brief-case tax  aid for quick, ready 
reference will welcom e th is  brand-new  CCH publication.

Better than ever before, the M A ST E R  TA X  G U ID E  explains the basic 
rules affecting- business or personal income tax questions, protects you against 
overpayments and costly mistakes in year-end tax  planning. H ere you have 
clear-cut exam ples— based on typical tax situations—to illu stra te  the exp lana
tions. M oreover, the G U ID E  is eager to assist in the preparation of 1968 in
come tax returns to be tiled in 1969.

Based on the In ternal Revenue Code— as am ended to press tim e— R egu
lations, con tro lling  C ourt and Tax Court decisions, the 1969 U. S. M A ST E R  
TA X  G U ID E  is a com pact source of tax  facts and figures im m ediately useful 
in w ork ing  ou t sound answ ers to tax  problem s.

Leading the field, the G U ID E  is the highly polished product of m ore than  
fifty y ears’ experience in federal tax  reporting . Com pletely dependable, i t ’s 
produced by the seasoned CCH editorial staff.

R eady N ow — O rder T oday!
As a convenient desk tool . . .  it

can't he beat. So don't let tax "puzzlers" 
beat you, when you can have 560 pages 
of top-flight tax help at your fingertips 
for only $5 a copy. Fill in and mail the 
attached  O rder Form  today ! Y ours 
will be one of the first-press copies— 
for that wanted "head-start" on year- 
end tax  planning.

H A R D  B O U N D  E D I T I O N
T he 1969 U. S. M A S T E R  
T A X  G U ID E  is also avail
able in a handsom e, hard 
bound permanent edition. Con
ten ts are identical to the 
paper-covered edition, but hard 
bound (tw o color, gold- 
stam ped covers) for perm a
nent reference. I’rice, $8.5(1 
a copy.
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