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TO TH E  R E A D E R

Additives.— One of the m ost im por
tan t chapters of the L atin  Am erican 
Food Code is reprin ted  in this issue 
beginning at page 641. C hapter X V I 
of the Code, “ C orrectives and Im pro v 
ing A gents,” deals w ith the food addi
tive situation currently so widely agitated 
in the U nited  S tates due to  new federal 
legislation and regulation. This chapter 
was transla ted  from  the original Span
ish by A nn M . W o lf  of New York.

d'he O ctober, 1960, issue of the F ood 
D rug Cosmetic L aw J ournal published 
the In troduc tion  to the Code by Carlos 
A. Gran and the Index ; the translation  
of C hapter IV , “U tensils, Receptacles, 
C ontainers, W rappers, M achinery and 
A ccessories” was p rin ted  in the F eb ru 
ary, 1961, issue and the translation  of 
C hapter X, “ Sugar and Sugar P ro d 
ucts,” appeared in the May, 1961, issue.

Dealing with Drugs.— In  the Food 
and D rug  A d m inistra tion  there has 
been a renew ed effort to  im prove the 
quality  and reliability of drugs. T he 
Food, D rug  and Cosm etic A ct requires 
adequate labeling and directions for 
use of a drug. In  1938, there w ere con
siderably few er drugs on the m arket 
and physicians w ere fam iliar w ith  all of 
them . T oday  the scientists and re 
searchers in the m edical field are con
stan tly  discovering new drugs which 
are being placed on the m arket. T he 
A dm inistra tion  discovered th a t the b ro 
chures giving vital inform ation con
cerning the use of these new  drugs did

not alw ays reach the physician. C on
sequently, in Ju ly  of 1960, the F D A  
proposed a regulations revision which 
dem anded tha t any labeling for p re 
scription drugs, including prom otional 
m aterial, m ust contain full inform ation 
about the drug.

In  the article com m encing a t page 
679, George P. Larrick details these new 
regulations concerning prescription drugs 
as well as the ever-present problem s of 
d rug  counterfeiting  and the m ishan
dling of physicians’ sam ples. M r. L a r
rick concludes by asking the continued 
cooperation of the m em bers of the 
Federal W holesale D ruggists A ssocia
tion, before w hom  he was speaking.

Truth Versus Quackery.— W illiam W . 
Goodrich, in one of the papers delivered 
before the N ational Congress on M edi
cal Q uackery , suggested  th a t those who 
w ere tru ly  in terested  in destroying the 
g igantic business of quackery m ust be 
willing to  do m ore than  ju s t talk  about 
the problem . People m ust be w illing 
to act and to bring  to  the public the 
horrid  tru th  of lives lost and m oney 
spent by the unfortunate  people who 
are victim s of the quack d oc to r’s un 
o rthodox  m ethods O nly  an educated 
public can p ro tec t itself from  the smooth 
ta lk  and the m iraculous claims of the 
exponents of the business of quackery.

M r. G oodrich discusses three m edical 
problem s w hich the quacks have used 
to m ake millions of dollars for them 
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selves. These are the problems of proper 
nutrition , cancer and arth ritis . T here  is 
no im m ediate cure for the victim s of 
any of these. T he proper m edication 
is long, painful at tim es and often ex
pensive. T he quack offers im m ediate, 
painless cures and prices his trea tm en ts  
according to the p a tien t’s purse.

T he author, who is A ssistant General 
Counsel for Food and D rugs. D epart
m ent of H ealth , E ducation  and W el
fare, states th a t unless the problem  is 
exposed to the clear light of tru th  and 
the state and local au thorities aid in 
this exposure, the quack doctors will 
continue to have a billion dollar busi
ness at the expense of innocent people 
who are hoping to be cured. T he article 
appears at page 684.

Hazardous Substances.—The Federal 
H azardou s Substances L abeling Act 
was enacted as a result of the efforts of 
the m edical profession, the FD A , and 
m any chemical and m anufacturing as
sociations w ho realized the need for 
adequate w arn ing  labels on m any house
hold articles w hich were not subject to 
provisions of existing statu tes. In  the 
article at page 692, Irvin Kerlan, M. D. 
and Sam  Molinas, Ph.D  discuss this new 
statute, the criteria used to  determ ine 
the hazards, and the labeling require
m ents. T heir s ta tem ent was presented  
at the annual m eeting of the A m erican 
A ssociation of Poison C ontrol Centers.

Price Conspiracies.—T he “A n titru st 
Division has, in recent m onths, re 
doubled its efforts to uncover illegal 
conspiracies to fix prices, rig  bids and 
divide m arke ts,” according to Lczvis 
M arkus, Chief of the E conom ic Section. 
Speaking before the N ational In stitu te  
of G overnm ental Purchasing, in New 
Y ork City on O ctober 11, he w ent on 
to say that “since last February , twelve 
cases have been filed charging illegal 
price-fixing and bid-rigging. M any of 
these cases affect m arkets in which a 
significant volum e of public p rocu re
m ent takes place. T hese cases represent

alm ost a th ird  of all of the cases filed 
by the A n titru st Division in the sam e 
period. A m ong the products affected 
by illegal price-fixing are prescrip tion  
drugs, antibiotics, building m aterials, 
bakery  and dairy products, electrical 
equipm ent and rock salt.”

Strommen Receives Award.— Richard 
S. Strommen. E xtension Services in 
Pharm acy, recently  received a special 
citation from  the U niversity  of W is
consin School of P harm acy  graduate 
chapter of K appa Psi fra ternity . H e 
was cited “in recognition of his dedi
cated and exem plary service as secre
ta ry -treasu rer,” a post he has held since 
the graduate  chapter was organized in 
1948. In  I960 he received the national 
aw ard of the K appa Psi Pharm aceutical 
F ratern ity .

Mr. S trom m en was appointed to the 
U niversity  of W isconsin School of 
P harm acy  and E xtension Division fac
ulties in 1958 after eight years in com 
m unity practice. H e is presen tly  an 
assistant professor in charge of the 
P harm acy  E xtension program .

Mr. Strommen is recognized nationally 
for the developm ent of Secondary P o i
son T rea tm en t and Inform ation  Centers 
for com m unity hospitals th roughou t 
W isconsin.

Food Science School.—T h e D ep art
m ent of Food Science of R utgers, 
the S ta te  U niversity , will hold a series 
of six day sem inars at six m onth in te r
vals, devoted to the advancem ent of 
Food Industry  Science, Dr. C. Olin Ball, 
Chairm an, announced. T he first sem i
nar, designated the Food Science 
School, will be held Jan uary  14 to 20, 
1962, at the E m press M otel, A sbury 
P ark , N ew  Jersey. I t will be directed 
by Dr. I id-ward A . Nebesky of the U ni
ve rsity ’s D epartm en t of Food Science. 
T he deadline for reg istration  for the 
Jan uary  sem inar is D ecem ber 51, 1961. 
Inform ation  m ay be obtained by con
tac ting  Dr. C. Ó lin Ball, R utgers U n i
versity, N ew  B runsw ick, New Jersey.

Q j A O
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Food-Drug Cosmetic law
-------------------------- ---------------------------------------------------------------

LATIN AMERICAN FOOD CODE: CHAPTER XVI

Correctives and Improving Agents
(Additives)

The Following Chapter XVI of the Latin American Food Code Was 
Translated From the Original Spanish by Ann M. Wolf, New York.
The English Translation of the Introduction to toe Code by 
Carlos A. Grcu and the Index Were Published in the October, 
1960 Issue of the Food Drug and Cosmetic Law Journal; the 
Translation of Chapter IV (Utensils, Receptacles, Containers, 
Wrappers, Machinery and Accessories) Appeared in the Feb
ruary, 1961 Issue; and the Translation of Chapter X (Sugar 
and Sugar Products) W as Published in the May, 1961 Issue.

CHAPTER XVI. — CORRECTIVES AND 
IMPROVING AGENTS (ADDITIVES)

Thickeners and Stabilizers
Article 561—T he follow ing Thickeners and Stabilisers shall be 

considered as su itable for use in the  prepara tion  of fo o d s : th ickeners 
and  stab ilizers ob tained by the  hydro lyzation  of skins, tendons and 
bones of healthy  anim als; agar-agar or g e lo se ; alg inates, isinglass 
and o ther fish gelatins, carob gum  from  seeds of the E uropean  carob 
bean (Geratonia siliquia, L inn.) , gum  from  the  crow n-th istle  1 (Gleditsia 
amorphoides, G riseb.) and sim ilar gum s, and starch  and cellulose 
derivatives w hich m eet the requirem ents of th is Code. T hey  shall 
be purified, dried and odorless, and th e ir  su lphur dioxide ( S 0 2) con
ten t shall no t exceed 500 p arts  per million.

1 C row n-th istle w ould be the trans- reference to a th ickener obtained from  
lation  of “espina de C orona”—but no the crow n-th istle has been found.
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T he  use of brom inated  vegetab le oils shall be perm itted  to  stabilize 
arom atic  bases used in the  p reparation  of em ulsions and alcoholic 
or nonalcoholic beverages, inclusive of dietetic drinks.

Article 562— E dib le  Gelatin obtained by the hydrolyzation of skins, 
ligaments and bones of hea lth y  anim als shall contain not m ore than
3.25 per cent of to ta l ash and no t less th an  15 per cent of nitrogen . 
A 1 per cent solution shall have a pH  of betw een 5 and 7.5. A  1 
per cent solution in hot w a te r shall, a fter cooling, form  an odorless, 
flavorless jelly.

Article 563— Solid or liquid P ectin  preparations intended for the 
preparation  of jam s, m arm alades, desserts, etc. shall be sold under 
nam es ind icating  th e ir  o rig in : C itrus pectin  ( “C itropectin” ), apple
pectin  ( “Pom osin” ), beet pectin, currant pectin, etc. and shall be free 
from  starch , o ther vegetab le gum s and foreign m atter. Sodium  ben 
zoate or sorbic acid m ay be added to  liquid pectins in am ounts of up 
to  1 gram  per liter. U p to  40 per cent of sugar (sucrose, glucose, 
lactose) m ay be added to  solid, dry or pow der pectins, in w hich case 
the label shall bear a s ta tem en t to  th a t effect.

T he jelly  grade of pectins, w hich m eans the proportion  of sugar 
w hich one p a r t of pectin , w ith  the  norm al am ounts of w ate r and acid 
(pH -3), is capable of tu rn in g  in to a jelly  of s tan dard  firm ness con
ta in ing  65 per cent of sugar, shall no t be less th an  80 grade un its  for 
solid pectins and 10 grade un its  for liquid pectins. T he jelly  obtained 
after 24 hours at 18-20° C. shall no t be viscous or sw eating  and shall 
permit cu ttin g  in to firm geom etric  solids w ith  d istinct edges.

Article 564— Isinglass, a fish gelatin  obtained from  the a ir bladder 
of several fish, especially stu rgeon , shall contain not m ore than  1 
per cent of ash and shall m elt a t 50° C. A solution of 1 p a r t of isin 
glass in 24 p arts  of ho t w a te r  shall, after cooling, form  a tran sp aren t, 
odorless, flavorless jelly.

Article 565—T he nam es "A g a r-A g a r ,” “Gelose” and “G closin’’ apply 
to  a p roduct ob tained from  various species of G elidium  and related 
seaw eeds of the  fam ily Rhodophyceae. I t  shall contain not m ore than  
1 per cent of foreign organic substances, 6.5 per cent of to ta l ash and 
20 per cent of m oisture. A solution of one p a rt of agar-agar in 200 
p arts  of ho t w a te r shall, a fte r cooling, form  a colorless, odorless, 
neu tral, insipid jelly.

Sod ium , a m m on ium  and calcium  A lg ina tes  intended for use in foods 
are alkaline sa lts of alginic acid ex trac ted  from  lam inal algae. T hey
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shall have the form  of a beige, odorless, taste less pow der w ith  a 
m oistening and agg lu tin a tin g  power. T hey  m ay contain no t m ore 
than  25 per cent of w a te r  and 1 per cent of insoluble m a tte r  (cellulose 
and lign ite) and shall not contain foreign m atter. W h en  calcinated, 
the residue of fixed substances of sodium  alg inate  shad be less than  
20 per cent and th a t of am m onium  alg inate  less than  4 per cent.

Condiments and Spices
Article 566— F or the  purposes of th is Code, the  term  “condim ent” 

m eans any substance, w ith  or w ith ou t a nu trition al value, in tended 
to becom e a com ponent of or to  im prove foods by g iv ing them  a flavor 
a n d /o r  arom a.

Article 567—T he generic nam es “Spices” and “Vegetable Condi
ments” apply to certain p lants, or p a rts  of p lants, w hich contain aro 
m atic. sapid or s tim u la ting  substances and w hich for th is reason are 
used to season, dress or im prove the arom a and flavor of foods and 
beverages.

Spices m ust be genuine and harm less, m ust m eet th e ir standard  
characteristics and be free from  foreign m a tte r  and from  such parts  
of the  p lan t from  w hich th ey  derive as do no t possess the  properties 
of condim ents (stem s, petioles, etc.). Spices m ay be sold whole or 
ground. Spices sto red , exhibited, d istribu ted  or sold in a poor condi
tion of p reservation , spices infested w ith  insects, spices w hich smell 
m usty  and spices prepared  under poor or unsatisfacto ry  hygienic 
conditions shall be confiscated on the  spot.

Spice m ix tures m ust be com posed of sim ple, harm less, clean, 
genuine spices, free from  foreign products (sugar, salt, etc.) and m ay 
be m arketed  under a fanciful nam e, provided th a t th e ir  com ponents 
are declared on the principal label in the  o rder in w hich they  exist 
in the m ixture.

Article 568— Spice mills are the plants a t w hich vegetab le condi
m ents are cleaned, selected, g round  and packed. Such p lan ts m ust 
m eet the  follow ing requisites in addition  to  the  general ru le s :

1. T he  prem ises on w hich the raw  m ateria ls  and finished products 
are stored , prepared  and packed m ust have flat ceilings, w aterp roof 
floors and w alls w aterp roofed  up to a heigh t of 1.8C nr.

2. T he m achinery and equipm ent used m ust a t all tim es be 
perfectly  clean and in good condition.
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A rticle 569— T he nam es “S u m m e r  S a v o ry ’’ and “S a v o ry ” apply to 
the leaves and flow ering tops of Sa tureia  hortens'is, Linn. Savory  shall 
contain not m ore than  10 per cent of to ta l ash and not m ore than  0.5 
per cent of ash insoluble in 10 per cent hydrochloric acid.

A rticle 570— T he nam e “ground , pressed, tritura ted  or m inced  
Chili” applies to the coarse pow der obtained by the  tr itu ra tio n  of differ“ 
ent kinds of w hole, clean red pepper fru its w hich w ere crushed w ithou t 
rem oving th e ir inside part or seeds.

D epending upon its flavor, g round chili is classified in to szvcct 
and hot chili. It shall contain no t m ore th an  14 per cent of m oisture 
and 5 per cent of chloride expressed as sodium  chloride.

A rticle 571— T he nam e “Garlic pow der” applies to the dried and 
pulverized bulbs of A llium  sa tivum , Linn.

Garlic salt is a m ixture of salt and garlic pow der w hich m ust con
tain not less than  15 per cent of garlic powder.

A rticle 572—T he nam e “B asil” applies to the whole, clean, fresh 
or dried leaves of O cym um  basilicum , Linn, (large variety) and O cym um  
m inim um , Linn, (small variety) ; A verage percentage com position  (dried) : 
w ater 8 : pro te ins 20; fats 5; carbohydrates 45; crude fiber 16; ash 6.

A rticle 573— T he nam e “ C apers” applies to the dried closed flower 
buds of Capparis spinosa, Linn., pickled in vinegar and salt, or in salt 
alone. Capers shall contain not m ore th an  30 per cent of n itrogenated  
substances and not m ore than  5 per cent of fa tty  substances (calculated 
on a m oisture-free basis).

A rticle 514— T he nam es “A n ise ,” “com m on A n ise ” and “green  
A n ise ” apply to the whole, clean, dried fruit of P im pinclla  an isum , Linn.

A nise shall contain no t less than  1.5 per cent of essential oil and 
not m ore th an  10 per cent of to ta l ash and 2 per cent of ash insoluble 
in 10 per cent hydrochloric  acid. I t  shall not be blackish in color and 
shall not sm ell m usty.

A rticle 575—T he nam es “S ta r  A n is e ” and “B adiana” shall apply 
to  the whole, clean, dried fru it of Illic ium  veru m , Hook, f. S tar anise 
shall contain not less than  3.5 per cent of essential oil, not m ore than 
5 per cent of to ta l ash and no t m ore than  1 per cent of ash insoluble 
in 10 per cent hydrochloric acid.

S ta r anise w hich contains “sh ik im i” or false bad iana (Illic ium  
religiosum , S ie b o ld ) 2 shall be confiscated on the spot.

"A  spurious kind of anise w ith poi
sonous properties produced in Japan.
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A rticle 576— T he nam e "Celery Seed” applies to the whole, clean, 
dried fru it of Apium  graveolcns, Linn. It shall contain not m ore than 
10 per cent of to ta l ash and not m ore than  2 per cent of ash insoluble 
in 10 per cent hydrochloric acid.

F o r Celery Seed Extract, see Article 618, num ber 4.
T he nam e “Celery Sa lt” applies to a table salt (sodium  chloride), 

to w hich betw een 0.1 per cent and 1 per cent of essential celery oil 
and 2.5 per cent of sodium  g lu tam ate  have been added and also to a 
salt m ix ture conta in ing  at least 15 per cent of g round  dried celery 
seeds. T he addition  of tu rm eric  or ano ther perm itted  color shall be 
declared on the label. Average percentage c o m p o s i t io n water 5; pro
teins 5 ; fats 6 ; carbohydrates 6 ; crude fiber 3 ; ash 75.

Basil, m arjoram , bay leaf, etc. salts shall be prepared  in a sim ilar 
m anner.

A rticle 577—T he product nam ed “Saffron” or ‘Crude Saffron” 
shall consist of the filiform orange-red  dried stigm as of the flower of 
Crocus sativus, L inn., w ith  or w ith o u t the  yellow  styles.

H ere in after the  com m ercial classifications under w hich Crude 
Saffron is sold, w ith  the proportions of "white p arts  they  m ust have 
a long  th e ir  s tig m a s :

“ Coupe” : no w hite  part
“M ancha” : a  w hite  part of up to  25 per cent
“ R io” : a w hite  p a rt of betw een 25 and 32 per cent
“S ie rra” : a w hite  p a rt of m ore th an  32 per cent.
Crude Saffron shall m eet the follow ing requ irem en ts:
1. I t  shall n e t contain m ore than  10 per cent of styles and other 

filam ents.
2. F ifty  com plete filam ents, each consisting  of the p a rt of the 

style to w hich the th ree  stigm as are attached , shall w eigh about 337 
m illigram s.

3. I t  shall con tain  not m ore th an  14 per cent of w ater and 
volitile m a tte r w hen dried a t 100-150° C. and not less th an  60 per 
cent of aqueous ex trac t; its to ta l ash m axim um  shall be 6 per cent, 
and the ash insoluble in 10 per cent hydrochloric  acid shall not exceed 
1 per cent.

4. T he aqueous infusion shall have an alkaline reaction.
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5. I t  shall no t be exhausted  or m ixed w ith  o ther vegetab les (saf
flower, arnica, tu rm eric , “rocu,” “suncho rea l” 3 etc.), and shall no t 
contain foreign products (sta rch y  substances, inert m atter, honey, 
glucose, picric acid, coloring agen ts, m ineral salts, etc.).

6. O.S gram s of th e  product shall dye 25 liters of distilled w a te r 
yellow.

T he  designations “ground  S a ffro n ” and “pow dered  S a ffro n ” apply to 
the product ob tained  by  the  tr itu ra tio n  of saffron in accordance w ith  
the definition and stan dards of th is Code. T he preparation , d is tri
bution, possession and  sale of pow dered saffron m ixed w ith  pim ento 
or cartamo is prohibited, even if its composition is declared on the label.

G round or pow dered saffron shall m eet the  sam e requirem ents 
as crude saffron, except those listed  in Sections 1 and 2 of the  article.

Article 578—T he designation “A rtific ia l F ood  Color” applies to a 
color prepared  w ith a base of ta rtraz in e  to w hich new  coccin has been 
added in a p roportion  of no t less than  10 per cent. T he w ord “saffron” 
is no t perm itted  to  be m entioned on the  label or in the  designation.

Article 579— T he nam es “S w e e t F lag” and “C alam us” apply to  the 
whole, clean, dried rhizom e of A co rn s  calamis, Linn. Sw eet flag shall 
contain no t m ore th an  6 per cent of to ta l ash and no t m ore than  1 per 
cent of ash insoluble in 10 per cent hydrochloric acid.

Article 580—T he nam es “C innam on” and “Ceylon C innam on” apply 
to the  dried bark  of C innam onum  zeylanicum , Nees, from  m ost of which 
the  ou ter layers have been rem oved. A ny cinnam on th a t does no t m eet 
the m acroscopic and  m icroscopic characteristics of Ceylon Cinnamon 
shall be nam ed com m on cinnam on  (China, India, M alabar cinnam on, 
etc.)

Ceylon Cinnam on and all o ther kinds of cinnam on (China, India, 
M alabar, Java, etc.) shall m eet the  follow ing requ irem en ts: T hey  shall 
contain no t m ore th an  14 per cent of m oisture, 6 per cent of to ta l ash, 
2 per cent of ash insoluble in 10 per cent hydrochloric acid, and 22 per 
cent of starch , and n o t less th an  0.8 per cent of volatile e ther ex trac t 
and 9 per cent of alcohol ex trac t for Ceylon Cinnam on, and 5.5 per 
cent for the  o ther cinnam on types.

Article 581—T he nam e “C ardam on” applies to  the  w hole, clean, 
dried seeds of E le ttaria  cardam om um  W h ite  and M aton and sim ilar 
species.

3 “R ocu” and “suncho rea l” are names know n in South Am erica, for which 
of pharm aceutical p lan ts com m only no E nglish  equivalent seem s to exist.
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C ardam on shall con tain  no t m ore th an  10 per cent of to ta l ash, 
2 per cent of ash insoluble in 10 per cent hydrochloric  acid and 12 per 
cent of m oisture, and no t less th an  2 per cent of essential oil.

Article 582— T he nam es “In d ia n  C urry” and “C urry P o w d er” 
apply to  a m ix tu re  of several sh a rp -ta s tin g  spices such as various 
kinds of peppers, g inger and tu rm eric , to  w hich o ther condim ents 
m ay have been added.

A lthough  there  does no t ex ist an obligation to  declare on the 
label of the  m ix ture  the proportions in w hich the  different com 
ponents w ere used, th e ir nam es m ust be s ta ted  in  the  order in w hich 
they  are present.

Article 583— T he nam es “Caraway,” “A l c a r a v e a and “G erm an  
C um in” apply to  the  w hole, clean fru it of Carum  carvi, Linn. C araw ay 
shall con tain  no t m ore th an  14 per cen t of m oisture, 3 per cent of to ta l 
ash and  2 per cent of ash insoluble in 10 per cent hydrochloric acid 
and no t less than  3 per cent of essential oil.

Article 584—T he nam es “L em on-scen ted  Verbena” and “H erb  
L o u isa ” apply to  the  w hole, clean, fresh or dried leaves of L ipp ia  
citriodora, K anth .

D ried lem on-scented verbena leaves shall contain no t m ore than  
7 per cent of m oisture, 6 per cent of to ta l ash and 1 per cent of ash 
insoluble in 10 per cent hydrochloric acid.

Article 585— T he nam es “Cloves” and “Clavos” apply to  the ripe 
dried flower buds of C aryophyllus arom aticus, Linn.

Cloves m ust m eet the  follow ing requirem en ts :
1. T hey  shall contain no t m ore th an  5 per cent of clove stem s, 

flower peduncles and clove f r u i t ;
2. T hey shall contain not m ore th an  15 per cent of m oisture, 7 per 

cent of to ta l ash 1 per cent of ash insoluble in 10 per cent hydro
chloric acid and no t m ore th an  10 per cent of crude f ib e r ;

3. T hey  shall contain no t less th an  15 per cent of volatile e ther 
ex trac t and no t less than  12 per cent of quercitann ic acid (calculated 
from  the  oxygen absorbed by the  aqueous ex trac t).

Article 586—T he nam es “C um in ,” “C om m on C um in” or “Spanish  
C um in” apply to  the  whole, clean, dried fru it of C um inum  cym inum , 
Linn. Cum in shall m eet the follow ing re q u ire m e n ts : I t  shall con
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tain  not m ore th an  12 per cent of to ta l ash, no t m ore than  4 per cent 
of ash insoluble in 10 per cent hydrochloric acid, and no t less th an
1.5 per cent of essential oil and 18 per cent of alcohol extract.

Article 587— T he nam e ‘‘Coriander” applies to the w hole, clean, 
dried fru it of Coriandrum sativum, L inn. C oriander shall contain not 
more than 7 per cent of to ta l ash, no t m ore than  1.5 per cent of ash 
insoluble in 10 per cent hydrochloric acid, and no t less th an  0.6 per 
cent of essential oil.

Article 588— T he nam e “Turmeric” applies to the  whole, clean, 
dried rhizom e of Curcuma longa, L inn. T urm eric  shall m eet the  follow 
ing requ irem en ts:

1. I t shall be free from  pathogens, according to tests  conducted 
by the health  au tho rity  ;

2. I t  shall contain no t m ore than  10 per cent of w ater, 8 per cent 
of to ta l ash, 1 per cent of ash insoluble in 10 per cent hydrochloric acid 
and not less than  10 per cent of to ta l e ther ex trac t and 7 per cent of 
fa tty  m atter. T he n itrogen ated  substances shall fluctuate betw een 
5 and 15 per c e n t :

3. I t shall have a positive reaction to sulfurous diphenylam ine.
W henever tu rm eric  is used to  color a product, the  label of the 

product shall bear the s ta tem en t: “ Colored w ith  tu rm eric .” No such 
declaration is required  in the special cases in w hich tu rm eric  is used 
as a condim ent.

Article 589—T he nam e “Juniper” applies to the fleshy, whole, 
clean, dried berries of Juniperus communis, Linn.

Jun ip er berries shall contain no t m ore th an  3 per cent of to ta l ash, 
not m ore than  30 per cent of m oisture and no t less than  0.4 per cent 
of essential oil.

Article 590—T he nam es “Dill,” “Dill Seed,” “Dill Fruit” apply to 
the whole, clean, dried fru it of A ncthum  graveolcns, L inn. Dill shall 
contain no t m ore than  10 per cent of to ta l ash, 3 per cent of ash 
insoluble in 10 per cent hydrochloric acid and no t less th an  2.5 per cent 
of essential oil.

Article 591—T he nam e “Tarragon” applies to the  w hole, clean, 
dried leaves and flow ering tops of Artemisia dracunculus, L inn.

T he nam e Tarragon Extract applies to the ex trac ts  prepared by 
the m aceration or digestion of ta rrag o n  w ith  vinegar.
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Article 592— T he nam es “T o n ka  B ean” and “Sa tra p ía  B ean” apply 
to  th e  seeds of D ip te ry x  odorata, W illd. and sim ilar species. T onka 
beans contain about 25 per cent of fa tty  m a tte r and m ore than  1 per 
cent of coum arin.

T he nam e “T o n ka  B ean  E x tra c t” applies to  the  alcohol ex tract 
prepared from  the T onka Bean, w ith  or w ith ou t the addition  of sugar 
and glycerin. T onka bean ex trac t shall contain no t m ore than  0.1 per 
cent of na tu ra l coum arin.

Because of th e ir coum arin conten t, T onka beans and their deriva
tives, ex tracts, etc. m ay be used only in cosm etics, perfum es and 
sim ilar products, or as a tobacco arom atic, bu t m ay no t be added to 
foods and beverages.

Article 593—T he nam e “F ennel” designates the whole, clean, ripe, 
dried fru it of different varieties of F cen icu lum , Linn. I t  shall contain 
no t m ore th an  12 per cent of w ater, 9 per cent of to ta l ash, 2 per cent 
of ash insoluble in 10 per cent hydrochloric acid and no t less than  
3 per cent of essential oil.

Article 594—T he nam e “G inger” applies to the w ashed dried 
rhizom e of Z in g ib er  officinale, Rose., decorticated (w hite or peeled 
g inger) or no t (g rey  g inger). I t  shall contain no t m ore th an  7 per 
cent of to ta l ash, 2 per cent of ash insoluble in 101 per cent hydrochloric 
acid, 8 per cent of crude fiber, 1 per cent of lime calculated from  oxide, 
no t less than  1 per cent of essential oil, 42 per cent of starch  and 
12 per cent of cold-w ater extract.

T he  nam e ‘B leached” or “T im e d ” G inger applies to  whole ginger, 
coated w ith  calcium  com pounds for purposes of preservation  (slaked 
calcium , carbonate and sulfate of calcium ). In  such ginger, to ta l ash 
and calcium  calculated as carbonate of calcium  are to lera ted  in amounts 
no t exceeding 10 per cent and 4 per cent, respectively.

Article 595—T he nam e “F aurcl” ( “B a y”)  applies to  the whole, 
clean, dried leaves of T a u ru s nobilis, Linn., w hich shall contain no t 
m ore than  6 per cent of to ta l ash, no t m ore than  1 per cent of ash 
insoluble in 10 per cent hydrochloric acid and no t less than  2 per cent 
of essential oil.

Article 596— T he nam e “M ace” applies to  the cried  arillus or hull 
th a t covers the nu tm eg  (M yristica  fra g ra n s , L loutt.). M ace shall 
m eet the follow ing req u irem en ts : I t  shall contain no t m ore than
17 per cent of m oisture, 3 per cent of to ta l ash, 0.5 per cent of ash 
insoluble in 10 per cent hydrochloric acid, and 10 per cent of crude
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fiber, and no t less than  4 per cent of essential oil. T he  e th er ex tract 
shall fall betw een 20 and 30 per cent and the alcohol ex trac t betw een 
19 and 25 per cent.

Article 597—T he nam es “M arjoram ,” “O regano” and “L e a f  M a r
jo ra m ” apply to the whole, clean, dried leaves and flow ering tops of 
O riganum  m ajorana, L inn, and its different varieties.

M arjo ram  shall contain no t m ore th an  16 per cent of to ta l ash. 
not m ore than  4.5 per cent of ash insoluble in 10 per cent hydrochloric 
acid, and no t less th an  0.5 per cent of essential oil. S talks and h a rm 
less foreign substances are to lera ted  in am ounts not exceeding 
10 per cent.

Article 598—T he nam es “B alm ,” “S w ee t B a lm ,” or “L em on  B a lm ” 
apply to  the  fresh or dried leaves of M elissa  officinalis, Linn.

Article 599— T he generic nam e “M in t” {“H orte la  Pimento.”) dis
tinguishes the  leaves and flow ering tops of several cultivated  or wild 
p lants of the  fam ily Labiatae. M int shall contain no t m ore than  
12 per cent of w ater.

T he designations “M in t,” “C om m on M in t,” “Garden M in t,” “S p ea r
m in t,” and “Yerba  B uena” or “H ierba  B uena” apply to the whole, clean, 
dried leaves and flow ering tops of M en tha  virid is, Linn, and M entha  
ro tundifo lia , Linn.

T he nam es “M enta  P eperina” or “M cnta  P epcrita” apply to the 
leaves and flow ering tops of B ystropogon  M ollis, Koth.

T he nam es “P ep p erm in t” {“M en tha  P iperita” ) , or “E nglish  M in t” 
{ “M en ta  Ing lesa” ) apply to  the leaves and flow ering tops of M entha  
P iperita , Linn.

Article 600—T he term  “M ustard” applies to the product obtained 
by g rind ing  the  seeds of black m ustard {Brassica N igra , K och.) , brow n  
m usta rd  {Brassica Juncea, H ook.) , w hite  m ustard  {S inap is alba, L inn.) 
or m ix tures thereof.

M ustard  F lours  or G round M u sta rd  are prepared from  ground 
seeds, from  w hich p a rt of the fat has been rem oved. T h ey  shall m eet 
the following' specifications : T hey  shall contain no t m ore than  10 per 
cent of m oisture, no t m ore than  6 per cent of ash, not m ore than  1.5 per 
cent of ash insoluble in 10 per cent hydrochloric acid and no t more 
than  1.5 per cent of starch . T he addition  of tu rm eric  is perm itted  
with a declaration to th a t effect.
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T he nam e “E nglish  M u sta rd ” m ay only be used for ground mustard 
w hich m eets the specifications se t fo rth  in the preceding paragraph , 
and the  nam e ‘ R u ssia n  M u sta rd ” shall be reserved for the  pow der 
obtained from  Brassica Juncea  that meets the same characteristics.

M ustards in liquid or paste form , also nam ed “Table M usta rd ,” 
“P repared  M usta rd ,” “F rench  M u sta rd ,” “Tarragon M usta rd ,” “G erm an  
M ustard ,” “D ü sse ld o r f M usta rd ,” “F ra n k fo r t M usta rd ,” etc. may consist 
of m ustard  flour, w ine m ust, w ine, vinegar, salt, sugar, citric, lactic 
or ta rta ric  acid, oils and o ther condim ents. T he addition of tu rm eric  
is perm itted  w ith  a declaration to  th a t effect.

T hey  shall contain no t m ore th an  24 per cent cf carbohydrates 
calculated as starch, not m ore th an  12 per cent of crude fiber, no t less 
than  5.6 per cent of n itrogen  and no t less th an  0.10 per cent of na tu ra l 
m ustard  essence, all calculated from  the dry  product. T he  addition 
of sulfurous acid anhydride is perm itted  in am ounts no t exceeding 
500 p arts  per million.

T he nam e "M o star da” 1 ( “C rem ona M u sta rd ” and o thers) applies 
to a condim ent prepared  w ith candied or noncandied fru its  or vegetables 
im m ersed in a sugar (sucrose, dex trose) syrup w hich contains 
m ustard flour, flavors and other perm itted  substances.

If tu rm eric  or ano ther harm less vegetab le color is added to  a 
m ustard , the label of the product shall bear the s ta te m e n t: “Colored 
w ith  tu rm eric" or “Colored w ith  . . . (follow ed by the nam e of
the substance u sed ).” A ny m ix ture of m ustard  w ith  flour and other 
edible products, s ta rchy  substances, spices, tu rm eric  etc. shall be 
designated by the nam e “C ondim ent” and any  substances used in the 
com position of such m ix tures shall be declared on the label.

T he lead and arsenic con ten t of the m etal caps used on containers 
of m ustard  and vinegar-con tain ing  condim ents shall not exceed 1 per 
cent and 0.01 per cent, respectively, unless the cap is com pletely 
separated  from  the con tainer neck and the cork by a sheet of fine tin  
foil (contain ing no t m ore than  1 per cent of lead) a t least one half 
ten th  of a m illim eter thick, a sheet of alum inum  foil or a sheet of 
ano th er m ateria l th a t, a fte r boiling for half an hour, is no t affected 
by a solution cf 4 per cent acetic acid to  w hich 5 gram s of sodium  
chloride and 0.25 g ram s of citric acid have been added. 4

4 T he I ta lian  w ord  for ‘'M u sta rd ,” 
used to  designate an Ita lian  type of 
m ustard.
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Article 601—T he nam e “N u lm e g ” applies to  the dried seed of 
M yrisfica  fragrans, H outt., from  w hich the te s ta  have been removed. 
I t  m ay be given a coating of lime to  p ro tec t it from  insects, provided 
th a t the w eigh t of such coating  does not exceed 1 per cent. A nu tm eg 
shall w eigh about 5 g ra m s ; w hen placed in a glass of w ater, it shall 
no t sink to  the bottom . N u tm eg  shall also m eet the follow ing 
specifications: I t  shall contain no t m ore than  5 per cent of to ta l ash, 
no t m ore than  0.5 per cent of ash insoluble in 10 per cent hydrochloric 
acid, not m ore than  10 per cent of crude fiber and no t less th an  25 per 
cent of nonvolatile e th er extract, 2 per cent of volatile e ther ex trac t 
and 10 per cent of alcohol extract.

Article 602— T he nam e “P arsley” applies to  the w hole, clean, fresh 
or dried leaves of P etroselinum  sa tivus, Hoffm . A verage percentage 
com position (F resh ) : W a te r  83, pro te ins 4, fats 1, carbohydrates 7.5, 
crude fiber 2, ash 2.5.

Article 603—T he generic denom inations “Cayenne” and “P aprika” 
apply to p roducts obtained by grind ing  selected dried fru its  of dif
feren t red varieties of the genus Capsicum.

Cayenne and P aprika  shall be sold in containers w hich indicate 
th e ir  coun try  of orig in (A rgentina , Spain, H u ng ary , etc.) and retailers 
are forbidden to break  up containers for reta il sales.

Article 604— C ayenne and paprika shall contain no t m ore than  
12 per cent of ash insoluble in 10 per cent hydrochloric acid and 20 per 
cent of nonvolatile e ther extract.

F irs t g rade cayenne and paprika  are no t perm itted  to  contain 
m ore than 23 per cent of cellulose, and second grade no t m ore than  
28 per cent of cellulose.

Article 605—T he nam e “W h ite  P epper” applies to  the w hole or 
ground, dried, ripie berries of P iper N ig ru m , Linn., from  w hich the 
ou ter coat has been rem oved by soaking in w ater.

W h ite  pepper, in corns or pow der form , shall m eet the follow ing 
s tan d ard s: I t shall contain no t m ore than  3.5 per cent of to ta l ash,
0.6 per cent of ash insoluble in 10 per cent hydrochloric acid and 
9 per cent of crude fiber ; no t less than  40 per cent of starch , 7 per cent 
of alcohol ex trac t and 7 per cent of nonvolatile e th er extract.

T he nam es “A llsp ice” and “P im en to ” applyr to the  w hole or ground 
fru it of Pimento, o fficinalis, Berg.

The sale of Allspice under the name of “Clove Pepper” is prohibited. 
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Allspice, in grains or pow der form , shall m eet the following 
requ irem en ts: it shall contain no t m ore than  6 per cent of to ta l ash,
0.4 per cent of ash insoluble in 10 per cent hydrochloric acid, 25 per 
cent of crude fiber and no t less than  23 per cent of alcohol extract. 
8 per cent of quercitannic acid (calculated from  the oxygen absorbed 
by the aqueous ex trac t) and 3 per cent of essential oil.

T he nam es “Malagueta Pepper,” “Guinea Grains,” “Paradise Seeds” 
apply to  the  whole, clean, dried seeds of Am onun meiegueta, Rose.

Black Pepper is the dried unripe fruit of Piper nigrum, Linn. Black 
pepper in corns shall contain no t m ore than  5 per cent of peduncles 
and abortive fru it and shall w eigh a t least 400 gram s a liter.

B lack pepper, in corn or pow der form , shall m eet the follow ing 
requ irem en ts: I t  shall contain no t m ore th an  7 per cent of to ta l ash,
1.5 per cent of ash insoluble in 10 per cent hydrochloric acid, 14 per 
cent of crude fiber, and no t less th an  32 per cent of starch, 6.75 per 
cent of nonvolatile e ther ex trac t and 8 per cent of alcohol extract.

A rticle 606—T he nam e “Pennyroyal” applies to :he fresh or dried 
leaves and tw igs of Lippia turbinata, Griseb. T he fresh or dried leaves 
and tw igs of Lippia integrifolia, Griseb are known by the same name 
and the nam e “T ea  of the In ca” (“Te del Inca”) .

A rticle 607—T he nam es “W ild Raddish,” “Horseredish,” “Scurvy  
Grass,” “Cochlearia o f B rittany” apply to the whole, grated or tr itu ra ted , 
clean roo t of Cochlearia armoracia, Linn., to which vinegar may have 
been added. A verage percentage com position (fresh) : w ater 74, 
pro te ins 3, fa ts  0.2, carbohydrates 19, crude fiber 2.3, ash 1.3.

A rticle 608— T he nam e “Rosem ary” applies to the whole clean leaves 
of Rosmarinus officinalis, L inn.

A rticle 609—T he nam e “R ed Sage” applies to the whole clean leaves 
of Salvia officinalis, L inn. R ed Sage shall m eet the follow ing requ ire
m ents : I t  shall contain not m ore th an  10 per cent of to ta l ash, not 
more than 1 per cent of ash insoluable in 10 per cent hydrochloric acid, 
not m ore th an  25 per cent of crude fiber, and no t less than  1 per cent 
of e th er extract.

A rticle 610— T he nam e "Thym e” applies to the whole, clean, dried 
leaves and flow ering tops of T hym us vulgaris, L inn. I t  shall comply 
w ith  the  follow ing req u ire m e n ts : I t  shall contain no t m ore th an  8 
per cent of to ta l ash, not m ore th an  2 per cent of ash soluble in 10 
per cent hydrochloric acid and  no t less than  0.5 per cent of essential
oil.
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Article 611—T he nam e “Vanilla” applies to  the  unripe fru it or 
Vanilla Planifolia, A ndrew s and closely re la ted  varieties of the orchid 
family.

V anilla  shall be sold w ith  an indication of its o rig in : M exico. 
B ourbon (R eun ion), T ah iti, Java, B razil, etc. T he indications of 
quality  “Superior G rade” and “ Fancy G rade” are considered synony
mous. T he com m ercial indications of quality , w ith  w hich they  are 
m arketed , shall m eet the follow ing requirem ents :

Commercial
Classification Appearance

Average 
Length (cm )

W eight
(gram s)

Fancy G rade Brown, greasy 
perfectly  sm ooth 20 6.2 to 6.6S

First Grade Brown, greasy 
perfectly sm ooth 19 3.5 to 4.2

Second G rade Brown, greasy, some 
ligneous elem ents 17 4.4 to 4.7

T hird  Grade T he lignification 
and dessication 
m ore pronounced 17 3.3 to 3.6

F ourth  G rade The lignification 
and desiccation 
m ore pronounced 19 2.9 to 3.8

Common ord inary  
Grade

Som ew hat dry, 
clearly ligneous 
and whole 17 2.3 to  2.8

In addition  V anilla shall m eet the follow ing requ irem en ts:
1. I t shall contain not m ore than 30 per cent of m oisture and not 

m ore than  6 per cent of to tal ash, not less than  46 per cent of alcohol 
ex tract and not less than  1.5 per cent of na tu ra l vanillin and the 
am ount of fa tty  m atte r shall fall betw een 6 and 10 per cent.

2. It shall no t be poorly preserved, adu ltera ted , or exhausted 
and shall no t contain balsam  of Tolu or Peru, benzoic acid, artificial 
vanillin, sugar or foreign m atter.

T he nam e “Vanillon” applies to the fru it of Vanilla poinpona, 
Schiede.

T he nam e “Vanilla E xtract” applies to a vanilla tincture, at least 
10 per cent of which shall be 35° to 55c alcohol. I t  shall contain at 
least 0.10 per cent of natural vanillin, shall have an acidity of not less 
than 28 m illiliters of norm al alkali per 100 gram s and contain not 
less than 0.5 per cent of ash. I t  shall not contain artificial vanillin, 
coum arin or acetanilide and shall give a precip itate  w ith a solution of
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lead acetate. T he artificial p roduct prepared  w ith  vanillin  an d /o r  
ethyl vanillin or propenyl gnaethol, w hich m ay or m ay no t be colored 
w ith caram el, shall be designated  as A rtific ia l Vanilla E xtra c t.

The name “Vanilla pow der” applies to  g round vanilla to  which 
no o ther substances have been added.

T he designation  “Sugared  P o w d er Vanilla” applies to a m ixture 
consisting  of 75 per cent of sugar and 25 per cent of vanilla.

The nam e ‘ Vanilla S u g a r” applies to a m ix ture of sucrose or 
glucose w ith  dried vanilla, the  dried van illa con ten t of w hich shall 
am ount to  10 per cent. I t  shall contain n a tu ra l vanillin in a proportion  
of not less than  0.15 per cent and shall be free from  artificial vanillin 
and coum arin.

A rticle 612—T he nam e “V anillin  S u g a r” ( “'azúcar con vain illina’’) 
applies to  a m ix ture  of sucrose or glucose w ith  at least 0.7 per cent 
of (na tu ra l or syn thetic) vanillin or 0.2 per cent of etnyl vanillin or 
propenyl guaethol. T he product shall not contain ccum arin.

If instead of natural vanilla, vanillin is used in a product, its 
labels, pam phlets, advertisem ents, etc. shall bear the follow ing clearly 
visible s ta tem en t: ‘‘P rep ara tion  flavored w ith  vanillin ."

Artificial Sweeteners

A rticle 613— A rtific ia l S w ee ten ers  are the products known under 
the nam es of sodium  or calcium  cyclam ate (sodium  salt, calcium  
salt or double sedium  and calcium  salt of cvclohexanesulfam ic acid), 
saccharin , sorbitol, sucrol. sucrin. dulcin, crystallose, glucin, sucra- 
m ine and sim ilar harm less chem ical substances w hich, w'hile not 
carbohydrates, have a sw eetening pow er exceeding th a t of sucrose 
w ith ou t hav ing  the nu tritive  properties of sucrose.

A rticle 614—A ny foods and beverages and any  raw  m aterials 
used in the sam e, to  w hich artificial sw eeteners have been added shall, 
regard less of the am ount of artificial sw eetener used, be classified as 
unsu itab le for consum ption and be confiscated on the spot, w ithou t 
prejudice to  the application of the respective penalties. Exem pted 
herefrom  are foods and beverages sold as D ietetic P roducts, the labels 
of w hich shall bear a legend sta tin g  th a t they  contain an artificial 
sw eetener. (See A rticle 678).’

3 C hapter X V II —D ietetic P roducts.
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Emulsifiers
Article 615—P erm itted  E m u lsifiers  are lecithins, m ono-glycerides 

and di-glycerides, g lycerolactopalm itate  and any o ther substance 
which the health  au tho rities  m ay au thorize in the future.

E ste rs  of sorbitol and fa tty  acids and esters of polyoxyethylene 
derivatives of sorbitol and fa tty  acids m ay be used only if th e ir  use 
has first been au thorized  by the  health  au thorities.

G lyceryl M onostearate  (G. M. S.) m ay be used as a stab ilizer 
and em ulsifier in bakery  goods, confectionery, cookies, cakes, ices, 
cream s chocolate icings, condim ents and canned m eats in p roportions 
rang ing  from  0.5 per cent in ices to up to 6 per cent in cakes. T he 
com m ercial product used shall m eet the follow ing specifications:

M elting  p o in t : about 56° C.
G lyceryl-alpha-m onostearate  : from  30 to  33 per cent 
G lyceryl d isteara te  : from  45 to  47 per cent
G lyceryl tr is tea ra te  : from  20 to  23 per cent
Free g ly ce ro l: from  3 to  5 per cent

T he use of h igh ly  oxidized, polym erized acids w ith  a high v is
cosity is prohibited .

Flavoring Extracts
Article 616— T he nam es “E ssentia l Oil,” “E ssence” and “N atura l 

E ssence” apply to solid or liquid products of na tu ra l origin, free from  
foreign m atte r and solvents, w hich contain the  odorous principles of 
plants, or p lan t p a rts  and w hose characteristics com ply w ith  the  
requirem ents of the  Pharm acopoeia. Sim ilar products prepared a r t i
ficially w ith  a base of hydrocarbons, alcohols, acids, aldehydes, ketones 
and esters used in different com binations shall be distinguished by 
the  nam e “A rtific ia l . . . E ssence.”

A Soluble E ssentia l Oil or Soluble Essence  is any alcoholic solution 
which contains no t less than  25 per cent of the na tu ra l essence. A ny 
product not con tain ing th is proportion  of essence shall be nam ed 
“E x tra c t.”

T he designations “F lavoring  E x tra c t” and “F ood  and Beverage  
Flavor” apply to any solution of essence in w ater, ethyl alcohol, 
glycerin , propylene glycol, com bined or not. E x trac ts  shall be desig
nated  according to  w hether they  contain na tu ra l or artificial essences.

N atu ra l essences and ex tracts, in the com position of w hich an 
artificial essence w as used, shall be considered artificial. E xem pted 
herefrom  are natural F lavors  and E ssences  which contain traces of syn
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thetic  p roducts added in o rder to  reinforce th e ir  odor and flavor or to  
fix them . In  such cases, the products shall be designated : Reinforced 
na tu ra l flavor, or reinforced essential oil.

T he nam e “E x tra c t for the hom e prepara tion  of . . L iquor (the 
blank to be filled in w ith  the  nam e of the product used) or Soft “ D rin k ” 
shall be given to  solutions of perm itted  essences, to  w hich an au th o r
ized color m ay or m ay not have been added, w hich are sold for the 
home preparation  of liquors a n d /o r  soft drinks. T hese products m ay 
only be m arketed  in containers ho ld ing a q u an tity  of ex trac t not 
exceeding the  am ount required  for the prepara tion  of one lite r of 
beverage and the  label shall bear a large legend “F o r hom e use.” 
T he sale of th is  type of ex trac t is p roh ib ited  for the p reparation  of 
liquors a n d /o r  soft drinks w hich resu lt in a violation cf th is  Code, in 
beverages w ith  a  reg istered  trad em ark  or in d istillery  products such 
as : brandy, gin g rapp a ,6 rum , w hiskey, etc.

B rom inated  vegetab le oils m ay be added as stab ilizers to  flavoring 
concentrates in tended for the  p reparation  of em ulsions and beverages.

A rticle 617— F lav o rin g  ex trac ts  shall be unsu itab le for consum p
tion if th ey  contain toxic essences or principles w ith  an active m edi
cinal action, such as: ethyl chloride and brom ide, free am yl alcohol, 
salicylic aldehyde, com pounds of the pyridine group, hydrocyanic acid, 
n itrous ethers, n itrobenzol, and such others as the health  au thorities 
m ay determ ine.

A rticle  618— T he follow ing generic nam es shall apply to  the 
products listed here in afte r:

1. B itte r  A lm o n d  F la vo r or E x tra c t'. T his is, from  the  brom ato- 
logical po in t of view, an alcoholic solution con tain ing  no t less than  
1 per cent by  volum e of essential oil of b itte r  alm onds, free from  
hydrocyanic acid.

2. A n ise  F lavor or E x t r a c t : This name applies to  an alcoholic 
solution con tain ing  no t less th an  3 per cent by volum e of essential 
oil of anise. I t  shall contain not less th an  2.4 per cent of anethole.

3. B adiana or S ta r  A n ise  F lavor or E x t r a c t : This nam e applies to  
an alcoholic solution of not less than 3 per cent by volum e of essential 
oil of s ta r anise. I t  shall contain not less than  2.4 per cent of anethole.

4. C elery F lavor or E x tra c t:  This name applies to  an alcoholic 
solution contain ing no t less than  0.3 per cent by volum e of essential 
oil ob tained from  celery seeds.

6 A n Ita lian  brandy.
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5. C innam on F lavor or E x tr a c t : This name applies to an alcoholic 
solution contain ing  no t less th an  2 per cent by volum e of essential 
oil of cinnam on. I t  shall contain cinnam ic aldehyde in an am ount of 
no t less than  1.3 per cent.

6. C offee F lavor or E x t r a c t : See Article 534.7
7. Clove F lavor or E xtra c t'. This name applies to  an alcoholic 

solution con tain ing  no t less th an  2 per cent by volum e of essential 
oil of cloves. I t  shall contain eugenol in an am ount of no t less than
1.6 per cent.

8. Tarragon F lavor or E x tr a c t : See Article 591.
9. G inger F lavor or E x t r a c t : This name applies to the alcoholic 

g inger ex trac t prepared  w ith  no t less than  20 per cent of rhizomes.
10. G inger A le  F lavor or E x t r a c t : This name applies to the prepa

ration obtained from  g inger ex trac t and lem on essence, w ith  or w ithou t 
the addition of o ther flavoring ingred ien ts and fru it juices.

11. Guaraná F lavor or E x t r a c t : This is a dark brown, b itte r-tastin g , 
astrin gen t liquid prepared by ex trac ting  the  active principles from  
the pow der of the seeds of Paulinia cupana, Kunth, with diluted alcohol 
(3:1) and concen tra ting  the  product a t a tem pera tu re  of below  60°
C. un til 100 ml. contain 4 gram s of guaran ine (trim e thy lxan th ine).

12. L em on  F lavor or E x tra c t  may be prepared w ith  essential oil 
or peel of lemon, or both. I t  shall contain no t less th an  6 per cent 
of essential oil and no t less th an  0.3 per cent of citral. Soluble lemon- 
extract is the aqueous or alcoholic solution of lem on oil from  w hich 
all or pa rt of the  terpenes have been rem oved. I t  shall contain not less 
than  0.3 per cent of the citral derived from  the  oil.

13. M até F lavor or E xtract'. See Article 560, num ber 3.
14. P ep p erm in t F lavor or E x t r a c t : This name applies to  an alco

holic, solution con tain ing  no t less th an  3 per cent by volum e of pepper
m int oil. I t  shall contain not less th an  1.5 per cent of m enthol.

15. O range F lavor or E x tra c t  may be prepared w ith  oil of P o rtu g a l 
or the peel of sw eet oranges, or both. I t  shall contain not less than  
5 per cent by volum e of essential oil and no t less than  0.45 per cent 
of lim onene. Soluble orange extract is a solution in water or alcohol of 
the essential oil deprived of all or pa rt of its  terpenes. I t  shall contain 
no t less th an  0.45 per cent of d-limonene.

7 C hapter X V  S tim ulating  P roducts 
— Coffee and Coffee Substitutes.
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16. N utm eg Flavor or E x tra c t : This applies to an alcoholic solu
tion con tain ing  no t less th an  2 per cent of oil of nutm eg.

17. Oregano or M arjoram Flavor or Extract is an alcoholic solu
tion contain ing no t less than  1 per cent of oil of m arjoram .

18. Licorice Flavor or E xtract is the product obtained by ex trac t
ing  the  soluble substances contained in th e  licorice root.

W hen  trea ted  w ith  an acid it shall give a p recip itate  of betw een
6 and 15 per cent.

L icorice ex trac ts  shall contain not m ore than  15 per cent of w ater, 
not m ore than  3 per cent of ash, and not less than  6 per cent of 
g lycyrrhizin , calculated on a m oisture-free basis. In  addition , the  
substances insoluble in 10 per cent am m onia w ater shall no t exceed
7 per cent and shall no t contain foreign m atter, gum s, dextrins, 
s tarch , sugar, gelatin , etc.

Licorice paste in sticks shall m eet the requirem en ts estab lished in 
the  first paragraph  of th is  article. A sm all am ount of sugar, gum , 
gelatin  and perm itted  essences m av be added to  it w ith ou t a declara
tion  to  th a t effect.

T he  nam es “Glycyrrhizin” and “Commercial Glycine” apply to 
p roducts consisting  of m ix tures of am m oniated  g lycyrrhizin  and other 
substances obtained from  licorice extract.

19. Tea Flavor or E x tra c t: See Article 554.
20. Thym e Flavor or Extract is the  alcoholic solution of no t less 

th an  0.2 per cent by volum e of essential oil of thym e.
21. Tonka Bean Flavor or E x tra c t: See A rticle 592.
22. Vanilla Flavor or E x tra c t: See A rticle  611.
23. Sarsaparilla Flavor or E x tra c t: T h is nam e applies to  a  solution 

of 3 per cent by volum e of a m ix ture  of essential oils of gau ltheria , 
sassafras, anise and cassis.

Article 619—T he designation “Sm oke Oil” applies to the product 
derived from  the  carbonization  of nonresinous woods.

Sm oke oil shall m eet the  follow ing requirem en ts :
a. I t  shall be free from  toxic substances, especially m enthanol, 

acetone, form aldehyde, creosote and ace ta ld eh y d e ;
b. I t  shall contain no t m ore th an  10 per cent of phenolic sub

stances, expressed as ortho-cresol, no t m ore th an  12 per cent of acetic 
acid and no t m ore than  12 per cent of p roducts insoluble in w a te r;
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c. I t  shall a t 20° C. be soluble in w ate r in a proportion  of no t 
less th an  20 per c e n t;

d. I t  shall no t contain preservatives the use of w hich is prohibited.

Edible Mushrooms
Article 620—T he nam e “M u shro o m ” applies to the product form ed 

by the fresh or dried cell tissue of acotyledonous plants (basidiomycetes, 
hym enom ycetes and gastrom ycetes).

M ost of the w ild g row ing  edible m ushroom s belong to  one of the 
follow ing th ree  g e n e ra :

1. the genus B oletus: M ushroom s w ith  fleshy caps, brow n, dark
brow n or straw -yellow  in color, w ith  m ore or less cylindrical solid 
stipes. T he underside of the pileus has m yriads of pores w hich are 
the m ouths of tubes.

2. the genus A garicus: M ushroom s w ith  fleshy w hite  p ile i, w ith
m ore or less cylindrical w hite  stipes. T he  underside of the pileus has 
a num ber of flat, knife-blade shaped p arts  which are pink a t first and 
tu rn  dark  brow n later.

3. the genus Lactarius: M ushroom s whose pilei are depressed in
the center, w ith  fragile, hollow, orange-yellow  stipes.

Article 621— C ultivated m ushroom s, also called “cham pignons” 8 
have in general the sam e characteristics as A garicus (P sa llio ta) 
cam pestris, Fr. ex L.

Canned m ushroom s m arked “N atu ra l M ushroom s” m ust be p re
pared w ith  fresh, w hole, clean m ushroom s in a good sta te  of p reserva
tion and w a te r  or m ushroom  b r o th ; the  addition  of salt, spices, flavors, 
c itric acid, v inegar and ascorbic acid is optional. T he cans m ust con
tain  as m any m ushroom s as they  can norm ally hold.

Article 622— N one of the  genera  of poisonous m ushroom s listed 
hereinafter m ay be used as food, even if they  have undergone special 
trea tm en ts  to  deprive them  of th e ir toxic principles :

1. A m a n ita : M ushroom s w ith  fleshy caps colored green (G reen
A m a n ita ), or red wdth w hite  w arts  (A m a n ita  pant era- ■ . or dark  (F ly  
A garic  or A m a n ita  M uscaria ), a rran ged  in concentric circles, w ith 
stipes wrhich are a t first solid, then  hollow, of a generally  disagreeable 
smell, especially on the  fully grow n specimens.

8 T he F rench generic w ord for m ush- shaped fungus w hich is grow n for the 
room s, used in L atin  A m erica to  desig- m arket and in E nglish-speaking coun- 
nate the well known, edible um brella- tries is generally called “the mushroom.”
PAGE 660 FOOD DRUG COSM ETIC LAW  JO U R N A L — NOVEMBER, 1961



2. Coprinus: M ushroom s w ith  no t very  fleshy caps and short
hollow  stipes. T hey  dissolve in to  a black liquid (Ink-M ushroom ).

A rticle 623—T he fresh M ushrooms sold on the m arket shall not 
be fully ripened, shall possess all the  characteristics required  to 
identify them  and shall be in a perfect condition of p reservation , w ith 
ou t larvae, insects or w orm s ; each species shall be sold separately.

M ushroom s m ay be dried and preserved only un der official con
trol. Dried mushrooms shall not be divided in to  pieces so sm all th a t 
th e ir identification becom es difficult or im possible.

A rticle 624—T he fresh or dried M ushrooms sold on the m arket 
shall be ne ither suspect no r poisonous and shall be in a perfect condi
tion of preservation , free from  w orm s, insects and m ites. D ried 
m ushroom s shall be pro tected  from  soil and m oisture and shall be 
sto red  and sold in closed con tainers m ade of w aterp roof paper, tin 
plate, glass, cellophane, etc. T h ey  shall contain not m ore th an  10 per 
cent of to ta l ash and  no t m ore than  2 per cent of ash insoluble in 
10 per cent hydrochloric  acid. Alcoholic solutions of dried edible 
m ushroom s take on a color w hen exposed to  u ltrav io le t ligh t (W ood), 
w hereas as poisonous m ushroom s of the Am anita  genus remain colorless.

T he  sale of m ix tures of several species of m ushroom s is prohibited.
M ushroom s in tended  for consum ption m ay be bleached w ith  pure 

sulfu rous anhydride  or pure alkaline bisulfides, using  for the purpose 
no t m ore th an  th e  s tric tly  necessary  am ounts of these substances. 
T he  use of tin salts to  bleach m ushroom s is proh ib ited , even if the 
m ushroom s are thorough ly  w ashed a fte r bleaching.

A rticle  625—T he nam e ’’Truffles” applies to the product which 
consits of the  sporogenous app ara tu s of several kinds of sub teranean  
fungi. T h ey  shall be sold th orou gh ly  w ashed and brushed, and th e ir 
labels shall s ta te  if they  are black (ripe), violaceous black, white or grey 
(n o t fully ripened) truffels, and the location at which they were gathered.

Yeasts and Fermentation Agents
A rticle 626—T he nam e “Yeast” applies to a product having a base 

of microscopic fungi (S accharom yces).
Y east can be of different origins. I t  m ay be obtained from  the 

m anufacture  of beer, w ine, cider, etc., or it m ay be produced a t p lants 
especially in tended  for the purpose, at which it is cu ltu red  on special 
m ashes. I t  c a r  have various form s : com pressed, dry for b read
m aking, etc.
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Article 627— The names “C om pressed Y e a s t,” “M o ist Y east,” “P aste  
Y east,” “P ressed  Y east,” “Grain Y east,” “M olasses Y ea st” apply to  
drained or centrifuged yeast grow n on m ashes of different origins. 
I t  shall be a uniform  m ass of firm, pasty  consistency, w ith  a smell 
su i generis, form ed by cells, the m ajo rity  of w hich are living. I ts  
w ater con ten t shall no t exceed 75 per c e n t : it shall contain no t m ore 
than  2.5 per cent of ash ; its m axim um  acid ity  shall be equivalent to 
5 m illiliters of norm al alkali per 100 gram s and the leavening pow er 
(H ayduck-K usserow ) of bread yeast shall be one liter of carbon 
dioxide gas liberated  in tw o hours by the action of a w eighed q u an tity  
of yeast th a t con tains 10 gram s of dry substance. I t  m ust be kep t 
under refrigeration . T he addition of starch  in am ounts of up to  10 
per cent is perm itted .

Article 628— T he nam e “dry brew er’s yeast” (dead and free from  
b itte r  substances) applies to b rew er's  yeast, from  w hich the b itte r  
substances have been rem oved and w hich w as dried in dry ing  cylinders 
by spray ing  or under vacuum . I t  is ligh t yellow in color and comes 
in flake or pow der form. T he  cells appear dead.

Article 629—T he designations “Y east T ab le ts” and “G ranular 
Y east” apply to com pressed yeast or b rew er's yeast, from  w hich the 
b itte r  substances have been rem oved and which w as g ranu la ted  or 
pressed in to tab le ts, w ith  the  addition of tapioca or corn flour, various 
starches, and sugars. T he quantities and qualities of the substances 
added shall be declared in the labeling, and their to ta l am ount is not 
perm itted  to  exceed 15 per cent.

Article 630—T he nam e “S ta rter  Y east” or “S o ur or soured D o u gh ” 
applies to  the sour bread dough ob tained from  a kneaded dough w hich 
has been allow ed to  stand  for some tim e a t a tem pera tu re  of betw een 
20° and 28° C. (sym biosis of the Saccharom yces m inor w ith  Saccha- 
rom yces cerevisiae and lactic bacteria).

Article 631—T he nam es “Yeast P ow der,” “A rtific ia l Y east,” 
“S yn th e tic  Y east” and “B aking  P o w d er” (B ackpulver) apply to  certain  
p repara tions in tended for use in specific bakery  products w hich, under 
the  influence of heat, m oisture and the  m utual action of their in g re 
dients. produce the aeration  w hich lends the dough the necessary 
fluffiness and sponginess. T hey  have in general a base of sodium  
b icarbonate m ixed w ith  different acid com ponents, potassium  bitartrate, 
ta rta ric  acid, fum aric acid, m onocalcium  phosphate, sodium  pvrophos-
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phate, calcium  lactate, sodium  and alum inum  sulfate, w ith  or w ithou t
0.1 per cent of egg album en, starch  and flour, calcium  sulfate, calcium 
carbonate and calcium  silicate.

Artificial yeasts shall yield not less than  10 per cent of carbon 
dioxide by w eigh t and are no t perm itted  to  contain products considered 
harm ful such as sulfites, bisulfites, copper, tin  and zinc salts, etc.

T he nam e “Yeast E xtract” applies to  a p roduct obtained from 
yeast of any orig in th rough  plasm olysis and subsequent auto lysis 
and boiling under pressure, followed by a final vacuum  concentration . 
T he origin of the yeast used m ust be declared. Y east E x trac ts  m ust 
contain not less th an  75 per cent of dry residue at 100° C., no t less 
than  9 per cent of to ta l n itrogen and not m ore than  25 per cent of total 
ash and 15 per cent of sodium  chloride, calculated on the dry product.

A rticle  632— T he follow ing ferm ents or enzym es m ay be used 
provided that the health authorities have first granted their perm ission:

a. Carbo-hydrases: am ylases com ing from  fungi (A spergillus
oryzae) and yeasts (invertase, lac tase), except those of a bacterial 
origin w hich are prohibited. U sed in bakery  products and other 
p roducts w ith  a base of cereals, in beer brew ing, in the preparation  
of syrups, fru it preserves, ice cream s, etc.

b. Pectmascs: pectinesterase and po lygalacturonase, used in the 
w ine, coffee and fru it by-products industries. T hey  come from  fungi.

c. Proteases: pro teinases and pep tidases com ing from  fungi,
bacteria , anim als and plants, used in bakery  products, beer, cheeses, 
m eats and m eat by-products (pancreatin , trypsin , pepsin, brom elin, 
ficin and papaine).

d. Nonhydrolytic enzymes: glucose-oxidase (glucose dehydro
genase) and catalase used in cheese-m aking and the p reparation  of 
carbonated  beverages and  fru it juices. T he form er come from  fungi, 
the la tte r from  fungi, bacteria and anim als.

These enzymes shall be free from toxic substances, preservatives 
and pathogens. A dditions are perm itted  only in the form  of sub
stances suitable for nu trition , such as sugars and sodium  chloride; 
o ther m ineral elem ents are prohibited.

Colors
A rticle 633— M ineral colors conta in ing  antim ony, arsenic, barium , 

cadm ium , chrom ium , copper, tin, m ercury , lead, uranium , zinc and 
hydrocyanic acid com pounds are proh ib ited  from  being used in foods 
and beverages and in any papers, boxes and w rappers in con tact w ith
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the same, as is also proh ib ited  the use for said purposes of coal-tar 
or aniline dyes and vegetab le colors contain ing toxic p roducts, harsh  
resin  gum s and alkaloids “Ancoche,” b a rb erry  or unripe grapes, 
aconite or w olfsbane, “calafate,” “gom a-g 'ru ta” or “G am boge,” “queb
radillo ,” 9 d rago n’s blood, Canadian bloodroot, etc.

Article 634— Colors w hich m ay be used in foods, beverages and 
o ther consum ers’ products, in accordance w ith  the  specifications given 
herein for each case, are the colors of vegetab le or anim al' origin 
specifically nam ed in A rticle  635 hereof. T hese  colors m ay be na tu ra l 
or syn thetic  and m ay appear in the  form  of a pow der, solution, paste, 
ex trac t or as lakes of alum inum , calcium  or m agnesium  of the raw  
m aterial or p igm ent or as an artificial derivative of sam e (am inate, 
sulfonate, etc.) provided th a t the  health  au tho rities  have recognized 
them  as safe, th a t they  do no t have the  general reaction  of proh ib ited  
colors, and th a t the  analytical characteristics of the  vegetab le raw  
m aterials from  w hich they  derive have no t been lost or changed due to 
the  chem ical trea tm en t they  have undergone.

Article 635—T he coloring substances obtained from  ju ices or 
pulps of edible vegetab les and fru its, the  dyes nam ed in the table 
hereinafter and such o ther colors as the health  au tho rities m ay ap
prove in the  fu tu re  shall be considered as safe. S yn thetic  indigotine 
and alizarine and sulfonated derivatives thereof shall be assim ilated 
to  vegetab le dyes provided th a t they  m eet the  p u rity  standards fixed 
in A rticle 10.

Coloring Substances of a Natural Origin

No. Name Origin of Color

Color
Index
(1924)

Schultz
(1931)

1 .
Red

A lizarine or E x trac ted  from  R ubia tinctorum , L. 1027 1141
2.

R uby R ed 
A nchusa or 
A lkanet

E x trac ted  from  the root of A lcanna 
tinctoria, L. 1240 1382

3.
(O rcan e tte )
C atechu E x trac ted  from  the wood of different 

acacias: Acacia catechu, W illd .; Acacia Sum a, K urz 1249 1385
9 T he nam es given in quotes are  South 

A m erican désignations and no t tra n s 
latable.
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Color
Index Schultz

No. Name Origin of Color (1924) (1931)
4. Campeche Extracted from the wood of Haematoxylon 

cam pechianum , L. (H aem atoxylin , 
H aem atein) 1046 1376

5. 'Cochineal E x trac ted  from  dried in sec ts : Coccus
(carminic acid) Cacti, L. 1239 1381

6. O rchil E x trac ted  from  lichens of the genus 
Rocella O chrolechia 1242 1386

7. B razilw ood E x trac ted  from  the wood of Caesalpinia 
brasiliensis, L. 1243 1375

8. M adder E x trac ted  from  the roots of R ubia tinc- 
torum, L. and Rubia cordifolia, L. 1141

Yellow
1. A nnatto  or E x trac ted  from  the seeds of B ixa

Rocou O rellana, L. 1241 1387
2. Saffron E x trac ted  from  the styles and stigm as 

of Crocus sativus, L. 1388
3. Beta-carotene C oncentrate obtained from  leaves, vege

tables, palm  oil, etc. 1249A 1403
4. C urcum a E x trac ted  from  the rhizom e of Curcum a 

longa, L. 1233 1374
5. Yellow berries, E x trac ted  from  the berries of R ham nus

or P ersian  
berries

catharticuse infectorius, L. 1234 1369

Blue
1. Indigotine, or E x trac ted  from  indigo and o ther plants

Indigo Car- of the genus Ind igofera
mine

Green
1. Chlorophyll E x trac ted  from  the leaves and green parts 

of plants, as well as their copper com 
pounds containing not m ore than  0.03% 
of ionisable copper

Brown
1. Caram el (See O btained by heating  sugars of vegetable

Article 323) origin above their m elting point, bu t 
w ithout charring

Black
1. V egetable

carbon
P repared  from  very  pure charcoal 1308 1463

Various Shades
1. A nthocyanins E x trac ted  from  vegetables 1394
2. M yrtillin E x trac ted  from  various fru its 1400
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Article 636— As an exception to A rticle 634, dessert pow ders, 
gelatins, jam s, liqueurs, cheese rinds, sm all bonbons, lozenges and 
tab le ts  and articles for dom estic use are perm itted  to be colored w ith 
the  coal-tar (aniline) colors listed hereinafter and such o ther coal-tar 
colors as the health  au tho rities m ay authorize. In  cases specifically 
perm itted  by the  health  authorities, beverages and fru it preserves m ay 
also be colored w hen such trea tm en t is required to restore th e ir natural 
color.

T he syn thetic  colors m entioned herein and such syn thetic  colors 
as m ay be au thorized  in the fu tu re  shall be clearly defined and th e ir 
iden tity  shall be estab lished by a chrom atograph ic and spectropho- 
m etric com parison w ith  a s tan dard  sam ple. T he labels shall bear 
full inform ation on th e ir purity , uses, doses and o ther legal requ ire
m ents. T hey  shall contain no t less than  60 per cent of the genuine 
dye and m ay only be m ixed w ith  declared nontoxic fillers, such as 
sugar or starch . T hey  m ay no t contain m ore than  5 per cent of 
sodium  chloride a n d /o r  sodium  sulphate. T hey  shall no t contain 
cadm ium  and m ercury  salts or derivatives thereof, or elem ents con
sidered carcinogenic, such as chrom e, in the form  of chrom ates, 
selenium , uranium , polycyclic hydrocarbons or unsu lfonated  arom atic 
am ines. ( B etanaphthylam ine, benzidine, xenylam ine). W ater-so lub le  
colors shall contain not m ore th an  10 per cent of volatile substances 
(a t 135° C. ) ; 0.5 per cent of ether-soluble substances and 0.2 per 
cent of substances insoluble in w ater.

Permitted Synthetic Organic Colors

No. Name

Color
Index

(1924)

Color
Index

(1956)
Schultz
(1931)

Hecht
(1955)

1.
Red
A m aranth , Bordeaux Bed or 

B ordeaux S .............................. 184 16,185 212 40
2. A zorubin  o r Carm oisine . . . . 179 14,720 208 38
3.
4.

Scarlet GN ................................
E ry th rosin  J ................................ 773

14,815
45,430 887 93

5. N ew  Coccin, Cochineal Red 
or Ponceau 4 R ........................ 185 16,255 213 41

l.
Orange
O range yellow S. or Sunset 

Y ellow  F C F  .......................... 15,985 215 29
2. O range GCN ............................ 15,980 32
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No. Name

Color
Index

(1924)

Color
Index

(1956)
Sch jltz 
(1931)

Hecht
(1955)

1.
Yellow
Q uinoline yellow 801 47,005 918 97

2 C hrysoine S. or 
yellow ...............

R esorcine
148 14.270 186 26

3. T artraz in e  ........... 640 19.140 737

1.
Blue
Tndanthrene Blue or 

Blue R. S ..........
Solanthrene

1106 69.800 1228 104
2 P aten t Blue Y. . 712 42,045 826 85

l.
Black
B rillian B lack BN 28,440 58

A rtide 637— A ny coloring agen ts no t nam ed in A rticles 635 and 
636 hereof m ay be used only a fte r they  have first been approved by the 
health  au thorities. F or th is purpose, the in terested  persons shall 
file a m em orandum  10 which proves their harm lessness, accom panied 
by conclusive scientific references and physiological te s t reports. If 
the health  au tho rities  should consider additional te sts  as necessary, 
such tests  shall be conducted at the expense of the in terested  parties.

Article 638— M anufactu rers of foods and beverages and m anufac
tu re rs  w ho prepare or m ix colors, essences an d /o r  arom atics for use 
in foods and beverages, shall not be perm itted  to keep on the prem ises 
in tended  for the preparation  of sam e any products whose use is 
proh ib ited  ; if they do keep such products they  will be penalized w ith  
confiscation and w hatever o ther penalties are applicable.

Improving or Enriching Agents

Article 639—T he adm ixtu re of im proving or enrich ing agen ts to 
m ediocre products, or to  p roducts m ade from  inferior raw  m aterials, 
in order to  im prove th e ir quality  artificially is considered an ad u lte ra 
tion. A ny product sold to im prove a food or beverage, no m atte r 
w hat its designation m ay be, shall for th is reason be considered as 
in tended to adu lte ra te  foods and beverages. E xceptions are form ed 
bv the chem ical and biological im provers of ferm entation  processes, 
vitam ins, am m o-acids and m ineral salts in enriched foods and the 
additives perm itted  by th is Code.

10 Affidavit or application?
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In  bread-m aking, the  undeclared use of po tassium  brom ate is p e r
m itted  to  correct and fu rth er bread fermentation, and in the preparation 
of foods and beverages, 99 per cent pure ascorbic acid and isoascorbic 
acid m ay be added as an tiox idan ts in a proportion  no t exceeding 350 
m gs. per kilo, w hile a declaration of its presence or the  s ta tem en t th a t 
the product con tains vitam ins is prohibited.

In  the sam e m anner, sorbitol m ay be used as a stab ilizer and 
hom ogenizer in bread and confectionery doughs, chocolates, cookies, 
etc. in a p roportion  of up to  5 per cent, and in am ounts of no t m ore 
th an  1.5 per cent in crow n corks in tended to  be in contact w ith  foods.

Article 640— M eat tenderizers of softeners w ith  a base of protoly- 
tic enzym es, as provided for by A rticle 632, m ay be sold w ith  the 
declaration “fo r  home use exclusively.” T hey  are no t perm itted  to  be 
used a t hotels, restau ran ts, eating  places and sim ilar estab lishm ents, 
nor m ay they  be used in the m eat industry , except for sausages and 
canned m eat.

Article 641— T he m anufacture, exhibition, advertising , sale 
a n d /o r  possession of products in tended to  im prove or enrich foods 
and beverages are prohibited , regard less of w hether or not such prod
ucts are in tended to  deceive the  pu rchaser or consum er about the 
essential qualities, orig in and class of the  p ro d u c t; or to  give a p rod
uct the  characteristics of a s tandard  product in violation of th is Code, 
or to  give an artificial product the  appearance of a na tu ra l product 
or of a quality  it does no t possess, thus falsifying the  resu lts  of its 
analysis ; or to  neu tralize or inh ib it the  incipience of an a lteration . 
Such products shall be confiscated on the  spot, w ith ou t prejudice to  
the application of the respective penalties.

Salt
Article 642— T he nam e “Salt,” used alone, applies to  the com m er

cially pure or purified product, w hose chem ical designation is “sodium  
chloride.’'

I t  m ay come from  na tu ra l sources (crysta l sa lt or rock sa lt), salt 
m ines, or evaporated  salt, and m ay also be obtained by w ay of suitable 
recovery processes used by  industria l p lan ts (chem ical p lan ts) w hich 
have been au thorized  by the  com petent au tho rity .

Article 643—T he p lan ts engaged in the m anufacture of salt for 
consum ption a n d /o r  for use by the food in du stry  shall com ply w ith  
the  general regu la tions and m oreover m eet the  follow ing requ ire
m ents :
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1. T hey  shall m ake sure th a t the sa lt before it is packed be free 
from  pathogens and saprophy tes w hich m ight change the  nu tritive  
properties of the  foods.

2. T hey  shall have suitable prem ises on w hich to  pulverize, grind 
and pack the salt.

3. T h ey  shall use hygienic containers w hich cannot be re-used.
A rticle 644— Common Salt can come in the form of and be sold as 

coarse salt, fine salt and superfine salt. T he degree of tr itu ra tio n  or 
grind ing  m ay vary , depending upon the  use for w hich the salt is 
intended.

Com m on sa lt shall alw ays m eet the follow ing requ isites:
1. I t  shall have the  form  of w hite, odorless, w ater-soluble crystals 

w ith  a clearly  saline flavor ;
2. I t  shall not contain n itrites, or m ore than 0.5 per cent of 

n itra tes  expressed as KNO.,. or m ore th an  5 per cent of w ater. T he 
w ater-insoluble residue (im purities) shall not exceed 0.5 per cent.

3. T he dry residue shall contain not m ore than  1.4 per cent of 
sulphates, expressed in calcium  sulphates, and not m ore than  a to ta l 
of 1 per cent of chlorides of calcium , m agnesium  and potassium .

A rticle 645—T he nam es “washed and/or purified, coarse, fine and 
superfine salt” apply to  com m on salt sub jected  to  a process of w ash ing 
and  cen trifugation . Such salt shall be perfectly  clear and shall con
ta in  no t m ore than 2 per cent of w ater ; no t m ore than  0.3 per cent 
of w ater-insoluble residue (im purities), and not m ore than  0.7 per 
cent of su lphates calcu lated as calcium  sulphate. M axim um  tu rb id ity : 
25°.

A rticle 646—T he nam e “fine running salt” or “table salt” applies 
to  finely g round  salt, or to salt produced by evaporation con tain ing  
crysta ls  w hich pass th ro ug h  a 420 m icron sieve, m ost of w hich are 
caugh t by a 125 m icron sieve, in w hich no t m ore th an  10 per cent of 
“pow dered” salt is to lerated . I t  shall m eet the sam e stan dards of 
quality  as com m on salt, except for its w a te r con ten t which shall not 
exceed 0.5 per cent and for the w ater-inso lub le residue w hich shall not 
exceed 0.3 per cent. In  o rder to  p reven t the  form ation of lum ps due 
to  m oisture, the addition of sodium  phosphate, calcium  phosphate, 
m agnesium  carbonate, calcium  saccharate  or ano ther au thorized  prod
uct is perm itted  in am ounts no t exceeding a to ta l of 2 per cent. T he 
am ount of add itives used shall be s ta ted  on the label.
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Article 647— T he designation “Topping Salt” applies to very  pure 
crystal salt (99.5 per cent of sodium  chloride) in the form  of tra n s 
p aren t crystals.

Impure crystal salt, w hich is w hitish  or greyish and contains not 
less than  96 per cent of sodium  chloride and not m ore than  0.05 per 
cent of su lphates calculated as calcium  sulphate, m ay be sold only as 
anim al feed, in w hich case the official ve terinary  certificate m ust he 
attached.

Article 648— T he nam e “Iodized Table Salt” or “Iodized Cooking 
Salt” applies to salt to  which potassium  or sodium  iodine or ano ther 
stable iodized salt has been added in am ounts so th a t 10 gram s of salt 
contain 150 m icrogram s of iodine.

Article 649—T he nam e “Fluoridated Table Salt” d istinguishes salt, 
to w hich sodium  m onofluophosphate or o ther stable, fluoridated salts 
have been added in a proportion  of 50 p.p.m. or higher. The designa
tion “Mineralized Salt” or “Phosphated Salt” applies to salt to which 
different m ineral salts a n d /o r  phosphates have been added. In  all 
cases m entioned in th is article, the health  au thorities shall fix the 
proper com position w hen licensing the product.

Celery S a lt: See A rticle 576.
F o r Potassium salt, dietetic salt, dietary salt, sodium-free salt, see 

A rticle 679.
Article 650—T he nam e “Brine” applies to a solution containing 

not less th an  10 per cent of salt, to  w hich sa ltpe ter (sodium  or po tas
sium n itra te ) in a p roportion  not exceeding 50 gram s per kilo of salt 
and com m ercially pure sodium  n itrite  in a proportion not exceeding 
6 gram s per kilo of salt m ay be added.

B rines w ith  an alkaline reaction or an am m onia odor, brines which 
show a lactic or bu ty ric  ferm entation  and brines whose m icroscopic 
exam ination reveals the presence of an abundant m icrobic flora (lactic, 
bu tyric , pro teus bacteria) are proh ib ited  from  being used for the 
pickling of food products.

Sauces, Dressings and Seasoning Extracts

Article 651—T he generic denom inations “Sauce,” “Seasoning,” 
“Dressing” or “Seasoning Extract” apply to various preparations m ade 
w ith  a base of acid, arom atic  a n d /o r  pungent, na tu ra l or m anufactured  
condim ents w hich are sold to dress salads, soups, roasts and o ther
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dishes; they  m ay be cream y or liquid, clear or cloudy, and m ay con
tain  constituen ts in suspension.

A rticle 652— In general Sauces and Dressings shall m eet the fol
low ing req u irem en ts :

1. All substances used in them  shall m eet the standards fixed in 
th is Code.

2. T heir com ponents shall be nam ed on the label, and if curcum a 
or ano ther harm less vegetable color is present, the declaration 
“colored w ith  curcum a” etc. is com pulsory.

3. T hey  shall no t be adu lte ra ted  or ferm ented and shall contain 
not m ore th an  1 per cent of copper, no preservatives or o ther foreign 
products.

4. T hey  shall not contain glycogen.
5. T he containers of v inegar-con tain ing  sauces shall com ply w ith  

the requisites fixed in the last paragraph  of A rticle 603 hereof.
A rticle  653— T he designations listed  hereinafter shall apply to 

the follow ing p ro d u c ts :
a. T he nam es “Alioli” and “Ajiaceite” apply to  a d ressing  p re 

pared w ith  a base of crushed garlic, oil and egg.
b. T he  denom ination “Vegetable E xtract” applies to  a preparation  

of pasty  consistency prepared from  a vegetable decoction and b rew ers’ 
yeast w hich has been concentrated . Average percentage composition: 
w a te r  40; pro te ins 7; fats 0.8; assim ilable carbohydrates 18; ash 
(sodium  chloride 23) 30 ; acid ity  in s tan dard  alkali 16.

c. T he nam e “Soup and Saute  Juice” or “Flavor” applies to a product 
form ed by a m ix ture of am ino acids ob tained by the acid hydrolisis or 
of vegetable or anim al p ro teins (w heat and cereal g lu ten , casein, etc.). 
Ketchup: see A rticle 410, po in t 10).

d. T he nam e “K etchup” or “N u t Catchup” d istinguishes a sauce 
prepared  w ith  a base of vinegar, soya sauce, m eat ex tract, garlic, 
onions, sa lt and nuts.

M ushroom Catchup is prepared in a sim ilar m anner w ith  m ush
room s and various condim ents.

e. T he nam e “Mayonnaise” applies to  a sauce consisting  of an 
em ulsion w hich contains no t less th an  one fresh or frozen egg per 
liter, w ith  or w ith ou t the  egg-w hite, in no t less th an  65 per cent by 
w eigh t of edible oil and no t less than  2 per cent by w eigh t of vinegar, 
to  w hich lem on or lime juice, citric acid, salt, sugar, honey, m ustard ,
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spices and m onosodium  g lu tam ate  m ay be added. I t  m ay be vacuum - 
packed in an atm osphere of n itrogen or carbon dioxide. E gg  pow der, 
ovalbum en and other em ulsifiers are forbidden from  being used as 
su b stitu tes  for fresh or frozen eggs. M ayonnaises con tain ing  sm aller 
am ounts of oil and egg shall be nam ed “Dressing,” “Seasoning” or 
“X  Sauce”.

f. T he nam es “Pcbre,” “Chimichurri” and “Criollo” 11 dressing dis
tinguish  the  solid or liquid seasonings used to  prepare or dress m eats 
before or a fte r cooking. T hey  are m ade w ith  a base of vinegar, citric 
acid. salt, laurel, sw eet basil, g round garlic and o ther condim ents.

g. T he nam e “Anchovis sauce” applies to a sauce prepared from 
anchovis. beer, vinegar, salt and o ther condim ents.

h. T he nam es “Soya Sauce,” “Japanese Brine” and “Choyu” dis
tinguish  a sauce prepared by the ferm entation  of a decoction of soya 
beans, cereals, sa lt and w ater, w ith  or w ith ou t the addition of different 
condim ents and m olasses.

i. T he  nam e “Lincolnshire Sauce” applies to  a sauce prepared w ith  
a base of garlic, red pepper, nut-m eg, soya sauce and vinegar.

j. T he nam e “Worcestershire Sauce” applies to  a sauce prepared 
w ith  a base of soya sauce, nuts, m eat ex tract, lime juice, cloves, black 
pepper, cu rry  pow ders, m ustard , brow n sugar and cider vinegar.

k. T he nam es “T u co ” ^2 “Gravy” and “Seasoning E xtract” distin
gu ish  sauces in tended to  prepare cooked dishes, noodles, ravioli, etc., 
and m ade of m eat ex tracts, vegetab les and various condim ents.

Article 654—99 per cent pure m onosodium  g lu tam ate  (M.S.G., 
A jinom oto etc.) m ay be added to  food products in order to accen tuate 
or heighten th e ir flavor.

Acidulants
Article 655—T he follow ing acidulants m ay be used in the p rep ara 

tion of foods, as well as such o thers as the health  au tho rities m av au
thorize in the  fu tu re :

1. Ascorbic acid. T h is is technically  pure L-ascorbic acid, a w hite, 
crystalline, w ater-soluble pow der w hich is insoluble in fats and oils. 
M elting  po in t 190-192c C. I t  is used in foods no t so m uch as an acidu- 
lant, as an an tiox idan t which is to re tard  color and flavor changes and 
rancidity . M etals, particu larly  iron and copper, accelerate its destruc
tion  w hich can be re tard ed  by the addition of citric acid.

11 T hese are nam es of local dressings 11 12 A pparently  w hat in the U nited
not transla tab le  in to  English. S tates is called “Spaghetti sauce.”
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2. Ascorbyl Palmitate. T he product used shall be technically  pure. 
A w hite  crystalline pow der used in stead  of ascorbic acid since it is 
soluble in fats. 1 mg. of ascorbic acid is equ ivalent to  2.34 m g. of 
ascorbyl palm itate . and 1 m g. of ascorbyl palm ita te  is equ ivalent to
0.425 mg. of ascorbic acid.

3. Citric Acid. The acid used is the anhydrous product and the 
hydra te  w ith  8.6 per cent of w a te r of crystallization , bo th  technically  
pure. T he anhydrous product m elts at 153° C. and decom poses at 
175° C.

4. Phosphoric Acid. A  25-50 per cent solution of technically pure, 
tr ip ro tic  phosporic acid, the  density  of w hich varies betw een 1.15 
and  1.35.

5. Fumaric Acid. T he product used shall be technically  pure. 
Suitable in bak ing pow ders and dessert pow ders (puddings, etc.) since 
it dissolves and acts in heat. 100 gram s of fum aric acid neu tra lize  134 
gram s of b icarbonate of soda.

6. Gluconic Acid. A  solution of 50 per cent technically  pure g lu 
conic acid, w ith  a density  of about 1.24. W ith  tim e, it is converted 
in to  its gam m a and delta  lactones wThich have no acid reaction.

7. Lactic Acid. A  solution of 75 per cent technically  pure lactic 
acid, w ith  a density  of 1.21-1.22.

8. Succinic Acid. A crystalline pow der w hich m elts a t 180° C. 
T h e  technically  pure product shall be used.

9. Tartaric Acid. The technically pure product shall be used. A 
w hite  crystalline pow der w hich m elts at 170° C. 100 g ram s of ta rta ric  
acid neu tralize 111 gram s of b icarbonate of soda.

10. Potassium Bitartrate or Cream o f Tartar. The technically pure 
product shall be used. 100 g ram s of cream  of ta r ta r  neu tralize 44 
g ram s of b icarbonate of soda.

11. Potassium Sodium  Tartraic or Seignette Salt or Rochelle Salt 
contains 25.5 per cent of w a te r of crystallization . T he technically  pure 
product shall be used, w ith  a m elting  po in t of betw een 70 and 80° C.

12. Vinegars. See A rticle  661.

Bitters

A rticle  656—T he designation  “Bitters” d istingu ishes various sub
stances of a safe vegetab le origin, i. e. ex trac ts  and active principles
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of such substances 13 used especially in the prepara tion  of beverages 
not only because of their b itte r  flavor, bu t also in order to  lend bever
ages corroborative properties or properties which stimulate the appetite.

A rticle 657—T he follow ing substances are considered harm ful 
b itte rs  the use of w hich is p ro h ib ite d :

1. B itte rs  con tain ing alkalo ids: poppy, belladonna, sneezew ort, 
coca, thorn  apple, St. Igna tiu s bean, nux vom ica, etc.

2. B itte rs  con ta in ing  irrita ting , drastic  or pu rgative  princip les: 
Aloe, Spanish fly, E aste rn  coca, colocynth, paradise grains, rue, w ith  
the exception of those specifically perm itted  by A rticles 514 and 516 
of th is  Code.

Foaming Agents

A rticle 658—T he nam e “Foaming Agents” applies to  substances, 
w hich have the p rop erty  of producing  p ersis ten t foam.

A rticle  659—Permitted foam ing agents are foam producing  sub
stances of a vegetab le origin w ith  a base of licorice root, g lycyrrh iz in , 
alfalfa, sarsaparilla  and such o thers as the health  au tho rities m ay 
au thorize in the future.

A rticle  660— F oam ing  agen ts con tain ing  principles used for th e ra 
peu tic purposes are considered unsafe foam ing agents, whose use in 
foods and beverages is prohibited.

Vinegars

A rticle 661— Vinegar or W ine Vinegar is the product made by the  
acetous ferm entation  of w ine. V inegars obtained from  the ferm enta
tion of beer and m alt, cider, hydrom el, fru it juices, sw eetened solu tions 
and dilu ted  alcohol shall be sold under a nam e denoting  th e ir  origin.

A rticle 662— Vinegar factories shall m eet not only the  usual general 
requirem ents, bu t also the  follow ing requ isites:

1. T he sto rage room s for raw  m aterials and finished products 
and the prem ises on w hich the product is prepared and packed, shall 
have flat ceilings, w ater-proof floors and w alls w ater-proofed up to 
a heigh t of 1.80 m.

2. T he raw  m ateria ls used, th a t is, w ines, beers, alcohols, etc., 
shall no t contain substances w hich m ake them  unsuitable for con

13 N ote of the tran sla to r: I w onder
if this should be “ex tracts m ade from  
the active princip les.”
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sum ption o ther than  the  M ycoderm a aceti w hich m ay cevelop in them . 
T he prepara tion  of v inegars is p roh ib ited  from  raw  m ateria ls (fru its, 
sw eetened solutions, etc.) w hich are unsu itab le  for consum ption for 
reasons o ther than  the one sta ted  h e re in b e fo re ; from  w ines w hich are 
no t genuine, have foreign odors or flavors, are altered  by m anitic 
ferm entation , have tu rn ed  sour or are o therw ise diseased, or from 
w ines left over a t ea ting  estab lishm ents, taverns, beverage ou tlets, etc.

3. A ny acetic acid found a t a v inegar factory  or a v inegar retail 
ou tlet is considered as in tended to  adu ltera te  the genuine product and 
shall be confiscated on the  spot, w ithou t prejudice to  the  application 
of the respective penalty . All com m ercial acetic acid in circulation or 
sto rage shall have been denatu red  w ith  technical fu rfu ral or ano ther 
especially authorized  substance in a proportion  of cne per thousand  
by volum e. P ure  acetic acid in tended  for pharm aceutical or scientific 
uses is exem pted from  th is provision.

4. In  the m anufacture  of v inegars the follow ing operations are 
p e rm itte d : T he dilu tion of the w ine in a sw eetened or alcoholic so lu
tion, m ade exclusively a t the v ineg ar factory  and no t perm itted  tô  
leave it, in the p roportion  required  for norm al ace tifica tio n ; the use 
of perm itted  w ine clarifiers; the decoloration w ith  charcoal; the 
flavoring w ith  ta rrag on , laurel and spices.14

5. Specific w ine-producing regions are proh ib ited  from  being 
nam ed on the labels used on con tainers of v inegars not m anufactured  
w ith  n a tu ra l w ines com ing from  said re g io n s ; as is also proh ib ited  
any sta tem en t to  the effect th a t the v inegar w as m anufactured  w ith 
aged or selected wine.

A rticle 662— T he follow ing vinegars shall be declared unsuitable 
for co n su m p tio n :

1. V inegars to which free m ineral or organic acids have been 
a d d e d ;

2. V inegars which contain toxic m etals, unauthorized  colors, 
ir rita tin g  or toxic acidic substances or o ther unauthorized  substances. 
As a preservative, only sulfurous anhydride is perm itted , of which 
vinegars, of no m atte r w h at origin, are no t perm itted  to  contain m ore 
than 400 p arts  per m illion of to tal SO», and m ore than 40 parts  per 
m illion of free S 0 2.

31 N ote of the tran sla to r: M y in te r
pre ta tion  of a no t too clearly worded 
text.
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3. V inegars w hich are altered  by a disease, have v inegar eels 
suspended in them  or have a foreign or disagreeable odor or flavor.

4. Artificial v inegars prepared w ith  acetic acid and vinegars w hich 
resu lt from  a m ix ture  of such artificial v inegars w ith  true  vinegar.

5. A rtificial v inegars w ith  a  base of acetic acid o r lactic acid, 
and solutions of such acids in tended for the prepara tion  of sam e 
(v inegar essences or ex trac ts) are no t perm itted  to  be prepared, held 
or sold regard less of the  nam e given to them .

6. T he m ix ing of w ine v inegar w ith concentrated  or d ilu ted  acetic 
acid or w ith  v inegars of ano ther origin is prohibited.

Article 664— W in e  v inegar  shall comply with the following requisites :
1. I t  shall be clear and pungent, no t acid in flavor, and shall not 

contain v inegar eels, cryptogam ic vegeta tions or o ther a lterations.
2. I t  shall contain the elem ents of the w ine from  w hich it w as 

m ade in the proportion  corresponding to its dilution.
3. I t  shall contain no t less than  4 per cent of acetic acid, 1 per 

cent of free ex trac t of reducing sugar and 0.1 per cent of to ta l ash.
4. I t  shall contain no t m ore than  0.2 per cent of sodium  chloride 

or su lfates calculated as potassium  bisulfate  and no t m ore than  1 per 
cent of alcohol by volum e.

P ercen tage C om position: density  a t 15° C .: 1.013 to  1.023; to ta l 
acid ity  as acetic a c id : 4 to  6.5 ; fixed acid ity  as ta rta ric  a c id : 0.1 to  0.3 ; 
d ry  residue: 1.2 to 3.6; alcohol: 0.1 to 1 ; a sh : 0.1 to 0.4; a lkalin ity  as 
norm al acid of the soluble a sh : 2.1 to 5.6 pH  =  2.8 to  3.3.

Article 665—V inegars w hich are not w ine v inegars shall circulate 
under designations denoting  th e ir  o rig in :

A lcoho l V inegar: P roduced by the acetous ferm entation  of rectified 
or neu tra l alcohol solutions.

P ercen tage C om position: density  at 15° C .: 1.005 to  1.013; to ta l 
acid ity  as acetic acid : 4 to 9 ; a lco h o l: 0.2 to 1° ; d ry  re s id u e : 0.06 to  0.30.

Su ga r ( Glucose, etc.) V inegar: O btained  by  the alcoholic and sub 
sequent acetous ferm entation  of sug ar (glucose, etc.) solutions.

B eer or M a lt V inegar: O btained  from  beer w ith  the proper alcohol 
con ten t or produced by the  alcoholic and subsequent acetous ferm en
ta tion  of a m ash of m alted  hops or cereal, w hose sta rch  has been 
saccharified.
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A verage P ercen tage Com position : density  a t 15° C .: 1.017; acidity 
a s  acetic acid : 6.6; dry residue 2.5; ash : 0.25.

F ruit Vinegar (dates, grapes, raisins, apples, pears, carob beans, 
etc.) produced by the  alcoholic and subsequent acetous ferm entation  
of infusions, m acerations or decoctions of sw eetened fruits.

A verage P ercen tage Com position of grape v ineg ar: density  a t 
15° C .: 1.010; to ta l acid ity  as acetic acid : 4 ; alcohol: traces ; dry 
residu e: 1.2.

A verage P ercen tage C om position of pear and  apple v ineg ar: 
den sity  a t 15° C .: 1.020; to ta l acid ity  as acetic acid : 4.9; alcohol: 
tra ce s ; dry residue: 3.7; a sh : 0.3.

H oney Vinegar: O btained  by the alcoholic and subsequent acetous 
ferm en ta tio n  of honey solutions.

A verage P ercen tage  C om position: density  a t 15° C .: 1.047; to ta l 
a c id ity  as acetic acid : 4 : a lcohol: tra ce s ; d ry  residue: 10.6.

Cider Vinegar: O rig ina ting  in acetified ciders.
P ercen tage C om position: density  a t 15° C .: 1.015 to  1.020; to ta l 

ac id ity  as acetic acid : 3 to  4.5; fixed acid ity  as m alic a c id : 0.03 to  0.05 ; 
d ry  residue: 1.2 to  1.3; alcohol: 0.04 to  0.05; ash : 0.03; a lkalin ity  of 
ash  soluble in norm al a c id : 3.3 to  3.5.

M ilk W hey Vinegar: O btained  by the alcoholic and  subsequent 
acetous ferm entation  of sw eetened solutions of m ilk whey.

Lem on Vinegar: O b tained from  alcohol, w ine or o ther vinegar, 
lem on juice and citric acid. T he am ount of citric acid calculated as 
acetic acid, m ust rep resen t at least 50 per cent of the to ta l acidity .

T hese  nam es shall be placed on all con tainers ho ld ing these 
v inegars and shall also be used in the  books, invoices, bills of lading 
and  o ther docum ents relative to  th e ir sale or circulation.

A rticle 666— T he vinegars o ther than  w ine v inegars perm itted  by 
th is  Code shall m eet the s tan dard  com position of th e ir  raw  m aterials 
and  shall have an acid ity  of no t less than  4 per cent, w ith  the exception 
of beer and cider vinegars, w hose m inim um  acetic acid con ten t m ay 
be 3 per cent.

A rticle  667—T he m etal caps used on bo ttles and ja rs con tain ing 
v inegars, pickles, m ustard  and o ther products w ith  a  v inegar base 
are no t perm itted  to  contain lead in an am ount exceeding 10 per cent, 
and arsenic in an amount exceeding 0.01 per cent, unless the cap is com-
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pletely separated from the neck of the container and the cork by a sheet of 
fine tin foil (containing not more than 1 per cent of lead) at least one half 
te n th  of a m illim eter thick, a sheet of alum inum  foil or som e o th e r im 
pervious m aterial w hich is no t affected w hen boiled half an hour in 
a solution of 4 per cent acetic acid, to  w hich 5 gram s of sodium  chloride 
and 0.25 g ram s of citric acid have been added. [T h e  E nd]

THE SECRETARY ON MEDICAL QUACKERY
T he following is excerpted from  an address by S ecre tary  A braham  

Ribicoff to the N ational Congress on M edical Q uackery:
“Today, despite our system  of education (not as good as we w ant 

it to be, but m ore universal than any o the r), despite our high standards 
of living, despite, even, the basic laws in this field and the governm ent 
agency tha t enforces them , today  quackery is flourishing,”

“T rue, som e of the quainter nostrum s, detailed in several fascinating 
books ju s t published, have vanished from  our m idst. . . . Today, 
quackery is m ore sophisticated. T he old tim e hokum  has assum ed new 
disguises. T he Food and D rug  A dm inistration , for instance, is now  
engaged in legal proceedings against certain vendors of bottled  sea 
w ater priced up to $20 per gallon which has been offered as a m odern  
preventive and panacea for virtually  all hum an ailm ents. B ut for the 
m ost p a rt the w itch doctor’s tom -tom  has given w ay to  the illustrated  
brochure; the m edicine show  ex travaganza to the television com m ercial; 
potions, barks and berries to the phony but im pressive 'cancer clini'c’ 
or ‘scientific d iet’.”

“W hat is m ore, the hard  working, well equipped physician of today 
is handicapped in com petition w ith the quack. H is enem y— disease— 
is complex, the quack’s is simple. H is trea tm en t m ay be long, painful, 
uncertain  and expensive. T he quack’s is swift, painless, sure and expense 
is usually geared to  the p a tien t’s purse.”

“T he m edical profession itself is try ing  to deal w ith literally  th o u 
sands of quack practitioners. A study m ade by the A rthritis  and 
R heum atism  Foundation  shows tha t quackery in the trea tm en t of 
arth ritis  and rheum atic diseases costs $250 million each year. I t  has 
been estim ated that quackery in the prom otion of special d ie tary  foods 
and food supplem ents costs consum ers $500 m illion each year.”

S ecre tary  Ribicoff w ent on to say: “ But quackery’s costs in dollars
only introduces the story. In  term s of false hopes raised, in term s of 
ugly delusions fostered, in term s of tinkering  w ith hum an life itself, 
the cost cannot be m easured. T he quack flirts w ith  disaster. H e chal
lenges the sixth C om m andm ent: ‘T hou  shalt not kill’.”

“T he why  of all this and what to do about it is the broad assignm ent 
of this law enforcem ent conference. W hatever it’s outcom e in term s of 
inform ation, recom m endation and p resen t o r fu ture action, the results 
are bound to  be salutary. B ringing the represen ta tion  of the m edical 
profession and of the law  enforcem ent agencies toge ther to  discuss 
the ir m utual in terests is in itself a m ost valuable und ertak ing .”

“ In  your deliberations you m ay find o ther avenues for effort—if you 
do, I will give your recom m endations m y earnest attention , and I p ro m 
ise you tha t necessary action will be taken speedily. . . . F o r all of us 
arc determ ined to  stam p out the quack anil pro tec t the citizen.”
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Current Federal Drug Controls 
For Problems Old and New
By GEORGE P. LARRICK

Mr. Larrick, Commissioner of Food and Drugs, U. S. Department of Health, Edu
cation and Welfare, Delivered This Paper Before the Federal Wholesale Drug
gists’ Association Meeting at White Sulphur Springs on September 27, 1961.

F O R  S O M E  T IM E  we have been considering steps th a t we in the 
Food and D ru g  A dm inistra tion  could take to im prove d ru g  re
liab ility  and quality . In  the past tw o years w e have pursued  several 

courses of action to  achieve im provem ent. I th o u g h t it m igh t be of 
in te res t to  you to  outline som e of the th in gs we have been doing.

AVithin the  p ast year we have published revised regulations affect
ing  the  labeling of prescrip tion  drugs. W e expect these regulations 
to  resu lt in sub stan tia lly  im proved d rug  labeling and prom otional 
m ateria l supplied to physicians.

T he Food, D rug , and Cosm etic A ct requires drugs to  bear ade
quate labeling. T h is includes adequate directions fc r use and ade
quate w arn ings against m isuse. AA^hen we drafted  regula tions under 
the  1938 law, we w ere advised th a t physicians because of th e ir ex ten
sive tra in in g  d idn’t need a g rea t deal of “use” in form ation and ord i
narily  d idn 't need w arn ings in the labeling of d rugs th a t could be sold 
only on prescrip tion . AA,re w ere to ld th a t doctors already had th is 
know ledge as a resu lt of th e ir  tra in ing  and experience. So the reg u 
la tions we issued allow ed “prescrip tion-only” drugs to  be m arketed  
w ith  little  in fo rm ation of th is type.

A t th a t tim e, in the  early  1940’s, there  w as a sound basis for allow 
ing prescrip tion  drugs to  be m arketed  w ith ou t full directions for use 
and full w arnings. R eally  new drug  discoveries d idn’t come along 
very  often in those days. B u t the trem endous expansion of research
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during  and follow ing W o rld  W a r  II  and the changes in d rug  prom o
tion practices th a t occurred  a t about the sam e tim e, led to a s itua tion  
in w hich hundreds of new  drugs appeared on the m arket every year. 
O bviously it w asn 't possible for the busy p rac titio ner to  m ake a care
ful investigation  of each of these products before determ in ing  w h eth er 
to  use it in his practice. I t  w as also evident th a t the doctor w ho had 
been out of m edical school for a few years had no background  of tra in 
ing  on w hich to  rely  in m aking use of the new products. R esponsible 
physicians began to question the  adequacy of the in form ational m a
terial available to  the m edical profession w ith  respect to  new drugs.

W e observed th a t the m aterial designed to  inform  the physician 
abou t a new  drug, specifically the  brochure w hich is an in tegral pa rt 
of the new drug  application, often failed to reach the physician. U pon 
occasion the draft m aterial subm itted  w ith  a new  drug  application w as 
never p rin ted  by the  m anufacturer. So we endeavored to  correct the  
situation .

W e required  final labeling, including any  brochure th a t accom 
panied a new d rug  application to be subm itted  in p rin ted  form  before 
the application becam e fully effective. W e hoped th is w ould lead to  
w ider d istribu tion  of the  factual m aterial th a t had been review ed by 
our m edical officers. B u t th is w as not sufficient. In  m any instances 
physicians w ere no t requesting  the brochures. T hey  go t such a m ass 
of prom otional m aterial th a t they  evidently  assum ed they  did no t need 
to  ask for fu rth er inform ation. T he trouble  w as th a t the prom otional 
m aterial often failed to  include essential in form ation on uses and 
contraindications.

Revision of Labeling Requirements
C onsequently  in Ju ly  1960 we proposed regulations to  revise the 

labeling requirem ents of prescrip tion  drugs, and m ost w ere issued in 
final form in D ecem ber of th a t year. Briefly, these changes provide 
th a t any labeling for p rescrip tion  drugs— including prom otional m a
terial m ailed or detailed to  p rac titioners m ust contain full inform ation 
abou t the drug, including re levan t hazards, con traindications and pre
cautions. In  the  case of new  drugs, th is labeling m ust be substan tia lly  
the sam e as th a t au thorized  in the new drug  application. I t  m ust bear 
the date of issuance or of its la test revision so the reader will have 
some indication as to  how cu rren t the in form ation is.

T hese and other changes are designed to provide the prescrib ing  
physician w ith  the in form ation he needs to  use new  drugs properly.
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»
In  Septem ber, 1961, we issued, in final form , a regula tion  requiring 

each prescrip tion  drug  (except those w hose uses and contraindications 
are com m only know n to  doctors) to  bear a package in sert g iving full 
directions and w arnings. T hus, every physician will have reliable in
form ation as close as "the n earest reta il pharm acy. In  addition , if 
sam ples are sen t d irect to  the  physicians, the package insert w ith  full 
in form ation will be required  to be included. W e believe these changes 
will resu lt in a vast im provem ent in the  quality  of in form ation going 
to  physicians.

Drug Counterfeiting
L egal actions have been stepped up du ring  the past year against 

counterfe it d rugs and repacked and ou tdated  physicians’ sam ples.
C oun terfe iting  has been a recu rren t problem  th ro ug h  the years 

and one of vary ing  in tensity . W e had to  b ring  crim inal actions in the 
early  19'50’s to  break up a counterfeit racket. In  the past couple of 
years we have had to  renew  our control efforts.

T he drugs w hich are usually  selected by the counterfeiters are the 
w ell-know n, w idely-prescribed, large volum e products. T hev  are 
m ade in such precise im itation  of the genuine articles th a t differences 
are discernable only by specialized techniques of m icroscopic, ballistic, 
or chem ical exam ination . I am sure you recognize th a t the  danger in 
th is  situation  is th a t the counterfeits of im p ortan t m edications do not 
pass th ro ug h  the  safe ty  clearances or m anu fac tu ring  control proce
dures necessary to  assure a safe p roduct th a t com plies w ith  the Food, 
D rug , and Cosm etic Act.

E arly  th is  year, cooperative efforts of the N ew  Jersey  S tate  of
ficials, the  D ep artm ent of Justice  and the  Food and D ru g  A dm in istra
tion resu lted  in charg ing  G eneral P harm acal Companj^ of H oboken, 
New Jersey  w ith  the m anufacture  and  d istribu tion  of counterfeit 
drugs. All indications are th a t th is firm w as the nucleus of the 
coun terfe it d rug  racket w ith  nationw ide d istribu tion  m ade prim arily  
th ro ug h  a drug  w holesaler nam ed T ex  Palm er. E xtensive surveys by 
F D A  during  the p ast tw o years have linked all of the counterfeits 
w hose origin has th us far been determ ined w ith  G eneral Pharm acal. 
W e believe th a t cu rta iling  the  operations of th is m anufactu rer and 
d is trib u to r has broken the  backbone of the  m ajo r counterfeit d rug  
racket in th e  country . B u t we still recognize the  po ten tia l hazard  and 
in tend  to  v igorously  pursue w iping ou t th is racket w henever it 
springs up.
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A lthough the center of d istribu tion  of counterfeit d rugs w as a 
w holesale d ruggist, we are happy to report th a t w holesalers generally  
did not take part in th is fraudulen t operation. T his is certa in ly  a 
commendable record and you are to be congratulated for your foresight.

Mishandling of Physicians Samples
A nother m atte r to w hich we have devoted a g rea t deal of tim e 

in recen t m onths is the cam paign against the  m ishandling of ph y 
sicians sam ples. T he abuses w hich we encountered  came to ligh t as 
an ou tg row th  of our investigations concerning counterfeit drugs.

You are well aw are of the w idespread practice of fu rn ish ing  ph y 
sicians w ith  drug  sam ples. H ow ever you m ay not be as well aw are 
of the practices which have grow n up prim arily  because physicians 
do not w an t m any of the drugs they  receive. T hese so-called “w aste 
b ask e t’’ d rugs have been collected by repackers who destroy the 
essential labeling and then  m arket the  repackaged drugs to  retail 
pharm acists. Investiga tio ns of these operations have resu lted  in 34 
seizures in recent m onths and some of them  involved m any thousands 
of dollars. W e will continue our activ ities against th is illegal practice 
until we wipe it out.

Ju s t as in the case of counterfeit drugs, we recognize the economic 
lu res involved. W e know  you can readily  recognize the health  th rea t 
th a t is inheren t in such an operation. If th is practice is to  be effec
tively elim inated it is im perative th a t pharm acists realize the potential 
hazards involved and confine th e ir d rug  purchases to established 
channels w hich they  know  are legitim ate.

In  addition to  the foregoing activities we have stepped up our 
ra te  of sam pling and analysis of drugs to  the ex ten t th a t in the curren t 
year we will exam ine m ore than  tw ice as m any sam ples as we ex
am ined last year.

W hile we have been able to  take all of the actions I have dis
cussed w ith in the fram ew ork of our existing  au tho rity , there are ad 
ditional safeguards w hich should be estab lished by am endm ent to the 
Food, D rug, and Cosm etic Act.

W e th ink  the law  should be am ended to require a new drug  to 
be show n effective as well as safe before it m ay be m arketed . P resen t 
law  requires only a show ing of safety and we have been forced to 
allow some new drug  applications to  becom e effective even though  
w e questioned some of the therapeu tic  claim s m ade in the d ru g ’s
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labeling. In  such situations it is then up to  us to prove the drug  is 
not effective for one or m ore of the claims m ade for it. W e should 
not be required to appear to approve the labeling of a product, in 
clearing it th ro ug h  the new -drug procedures, when its sale would 
violate the proh ib ition  against false claims or w hen it has no signifi
cant efficacy for its proposed use. T his situation  is ridiculous and not 
consisten t w ith adequate public-health  protection.

Complete factory  inspection au th o rity  will also require am end
m ent of the law. In  D ecem ber, 1960, regulations were adopted to 
provide that permission to m arket a new d rug  m ay be denied if the manu
fac tu rer refuses to  allow inspection of his m anufactu ring  m ethods, 
facilities, controls, or any records p erta in in g  to them . W hile th is 
requirem ent is a positive step tow ard  assuring  consum er protection  
w ith respect to new drugs, it is lim ited to  firms m aking new drug- 
applications.

Added au th o rity  is needed to perm it inspection of form ulas, com 
plain t files, personnel records and records of in te rs ta te  sh ipm ent of 
all d rug  m anufactu rers and prescrip tion  files in d rug  stores. T he 
inspecto r needs to  exam ine :

(1) M anufactu ring  form ulas to determ ine th a t proper ingredients 
are being used and th a t they are being used in the proper am ounts:

(2) C om plaint files to determ ine a t the earliest possible tim e any 
problem  arising  from  the use of the m anufac tu rer's  p rod uct;

(3) Personnel files to  determ ine th a t personnel handling  po ten t 
and som etim es h igh ly  toxic chem icals go ing in to drugs have the 
tra in in g  and experience required  for such serious responsibilities :

(4) P rescrip tion  files in d rug  sto res to  trace lots of bad drugs and 
determ ine w h eth er dangerous, hab it-form ing prescrip tion  drugs have 
been diverted illegally to nonm edical use.

W hen we consider the im portance of drugs in our m odern day 
society, I believe there  will be no fundam ental d isagreem ent w ith  the 
prem ise th a t every reasonable safeguard  should be used to  assure 
every d ru g ’s reliab ility  and quality. W e in the Food and D rug  A d
m in istra tion  are under no illusions th a t we can do the job alone. W e 
realize we m ust have the full cooperation of everyone connected w ith 
drugs. W holesale d rugg ists  and m anufactu rers can be of g rea t as
sistance and we will look forw ard to your continued cooperation.

[T he E nd]
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Challenging Quackery With Truth
By WILLIAM W. GOODRICH

The Author Is Assistant General Counsel for Food and Drugs, 
Department of Health, Education and W elfare. He Delivered 
This Paper at National Congress on Medical Quackery Sponsored 
by the American Medical Association and the Food and 
Drug Administration, Washington, D. C., October 6, 1961.

AT  T H IS  S T A G E  of the m orning program , I come before you very 
m indful of Ben F ran k lin 's  sage advice th a t—

Y ou m ay talk  too m uch on 
T he best of subjects.

B u t quackery  is considered such a horrid  w ord, em bracing some 
of the very  w o rst of m an’s m eanness to  m an, th a t we welcom e the 
opportun ity  to  discuss it w ith  everyone w ho w ould jo in us in an all 
ou t effort to  contain it, to  reduce it and u ltim ately  to  destroy  it.

Because people dislike the w ord, quackery  is a sub ject th a t for 
m uch too long has been largely  ignored in the hope th a t it m ight go 
away.

I t  will not.
U ntil it is exposed in the clear ligh t of tru th , it will con tinue to 

take the lives of cancer victim s w ho m ight have been saved, to drain 
the resources of a rth ritic s  w hile offering them  little  com fort from  their 
suffering and to offer illusory prom ises to bo th  pa tien t and physician 
alike. N u trition al quackery  will continue to  grow  beyond its already 
g igan tic  size, costing  an estim ated 10 m illion A m ericans a half-billion 
do llars each year.

All ou r talk  about quackery is futile, unless w e are w illing to  act 
in areas of en trenched in terest, w hich surely  will involve us in costly 
and difficult litigation.
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All the ta lk  in the w orld by the Food and D rug  A dm inistra tion  
and o ther enforcem ent agencies will have no effect unless backed by 
a stron g  and determ ined enforcem ent program .

All the ta lk  by the medical profession, vo lu n tary  agencies, or 
licensing boards will be to no avail if a t the first th rea t of a libel suit 
ta lk  is in tim idated  into silence and inaction.

W e are deeply concerned about cancer quackery. So long as the 
cause of cancer is unknow n, and its cure so frau g h t w ith  uncerta in ty , 
there  will be those w ho seek a painless and guaran teed  rem edy. A nd 
only the quack can offer this.

W e are concerned about the  qu arte r of a m illion dollars being 
spen t on w orth less trea tm en ts  each year by the victim s of arth ritis .

No “Anorexiants”
W e are d istressed by the  fact th a t a varie ty  of rem edies are of

fered w ith  the  claim  th a t they  will perm it fat people tc  eat w h at they 
w ant, yet m iraculously  to shed th e ir unw anted  pounds. W e know, 
as Dr. M ondell has recently  po in ted  out, th a t there are no “anorex i
an ts"  to fit all d isturbances in ea ting  patterns.

W e are overw helm ed by litigation  involving d ie tary  supplem ents 
prom oted by four g rea t m yths of n u tritio n — m yths th a t all diseases 
are due to  fau lty  diet, th a t soil depletion causes m alnu trition  and 
disease, th a t our foods are w orth less because of overprocessing, and 
th a t subclinical deficiency diseases abound am ong our population.

A nd we are a ttem p tin g  to deal w ith  a grow ing problem  of the 
misrepresentation of prescription drugs to the busy medical practitioners.

E nforcem ent action  in any of these areas cannot be undertaken  
lightly . Each case m ay be very dem anding in term s of dollar cost and 
of required  scientific and legal resources. If undertaken  w ith ou t the 
resources and a real determ ination  to see the m atte r th rough , the 
effort is doom ed from the start.

W h a t is it, you m ay properly ask, th a t m akes it so difficult to 
prove th a t a 2 cc in jection of trip le distilled w ate r or a tonic of po tas
sium  iodide and herbs will not cure cancer? W h a t is so hard about 
p rov ing th a t a com bination of dilu te acids, a laxative ancl a vitam in 
w ill no t cure rheum ato id  a rth ritis?

A ny physician w ith even a rud im en tary  know ledge of d rug  ther- 
apv and of cancer and a rth ritis  or diseases could tell us th a t such
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drugs are w orth less rem edies. B u t sad experience teaches us m uch 
m ore than  the physic ian’s say so is needed for effective legal action.

T he prim e difficulty lies at the po in t a t w hich the professions of 
m edicine and law  s ta r t th e ir th inking.

In  law, a m edical claim  is presum ed to be true  un til the go vern
m ent is prepared  to  prove its fa lsity  by a preponderance of th e  evi
dence or beyond a reasonable doubt.

In  m edicine, the claim is presum ed to be false un til it has been 
estab lished as tru e  by reliable pharm acological and clinical experi
ences. W hen w e ask the n a tio n ’s leading clinical investigato rs in the 
field of cancer chem otherapy w h eth er po tassium  iodide, cascara, buck
thorn , prick ly  ash and related  herbs will cure cancer, the answ er m ay 
well be th a t they  know  of no evidence th a t it will. B u t th is is plainly 
not enough. T here  m ust be proof th a t it will not.

A nd the question in any case is no t w hether the drug som etim es 
fa ils ; it is w h eth er the drug  ever works.

Unorthodox Cancer Treatments
A nd th is is w here the rub is, particu larly  in actions against un 

orthodox cancer rem edies.
F irs t, cancer is a capricious disease. I t  has m any form s. I t  does 

no t alw ays run a predictab le course. Second, cancer can be accurately  
diagnosed only by a biopsy. B u t th is procedure is not alw ays fol
lowed. A nd, th ird ly , the recognized trea tm en ts— radiation  and su r
gery— do not alw ays yield im m ediate resu lts  on w hich th e ir u ltim ate 
success can be evaluated.

C onsequently  m any people have a ttrib u ted  their apparen t re 
coveries from  cancer to the unorthodox  trea tm ents, and they  are 
offered as “ living proof” against the governm ent’s case. T here  are 
a few victim s w ho have been given a sho rt tim e to  live, or a t least 
who th ink  they  have, bu t w ho have survived a fte r tak in g  the u n 
orthodox trea tm ent. A few are m istakenly  diagnosed, w ith ou t a 
biopsy, as hav ing cancer and are still alive. T hey , too. som etim es 
credit the unorthodox  trea tm ent. A nd there  are some w ho had 
surgery  or rad ia tion  before seeing the quack, bu t w ho a ttrib u te  th e ir 
recovery to the unorthodox  and painless rem edy, w holly discounting 
any effect from  their earlier su rgery  or radiation .
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T hese claim ed cures, accum ulated  over the years by the un
orthodox practitioner, fall in to  th ree  classes w hen all the  facts are 
know n.

(1) T hose w ho never had cancer in th e  first place ;
(2) T hose w ho had cancer, w ho still have cancer, or w ho u lti

m ately  died from  th e  disease, though  claim ing they  had been cured ; 
and

(3) T hose w ho had cancer, w ere cured by su rgery  or radiation , 
b u t w ho w rongly  a ttrib u te  th e ir  cures to the unorthodox  trea tm ent.

In  court, these “ living cures” give the  quack stron g  support. 
M ost, though  no t all, are en tirely  honest in th e ir  belief th a t the  in
jection , the  pill, or the  tonic actually  cured them .

E nforcem ent success requires the m ost careful investigation  in to 
the  entire  m edical h is to ry  of each claim ed cure. E very  physician 
w ho has seen the  pa tien t m ust be v isited  and all the relevan t m edical 
records obtained. T h is includes all physicians w ho saw the  pa tien t 
before, as well as after, the  unorthodox  rem edy w as used. O nly  in 
th is  w ay  can the  so-called “living proof” be explained, to  the  ju ry ’s 
satisfaction .

G reat care m ust be exercised no t only in the  investigation  bu t 
in review ing w ith  the  prospective w itnesses the  to ta l m edical picture 
w hich em erges. A residen t in su rgery  a t a charity  hospital m ay be 
ju s t as v ita l a w itness, as the leading neurosurgeon from  the M ayo 
Clinic. A young  su rgeo n’s first, and undoub ted ly  his only, experience 
of a lifetim e w ith  a neuroblastom a in the  abdom en of a six w eeks old 
child m ay rep resen t a critical po in t in the  case.

B ut the tru th  is th e re ; our job is to produce it in term s th a t a 
ju ry  of laym en can grasp.

If there is a single m essage for the  m edical profession, it is th a t 
any  cancer pa tien t m ay go to the  unorthodox  p ractitioner. H e m ay 
do th is even a fte r apparen tly  successful su rgery  or radiation . A nd 
th is p a tien t m ay end up as a cure a ttrib u ted  to the unorthodox  
trea tm ent.

T o  unfold the  true  s to ry  of th is p a tien t’s case, accurate records 
are essential. A careless or incom plete en try  a t any place m ay be a 
m ajo r stum bling  block to our efforts to  p reven t the in te rsta te  dis
trib u tion  of w orth less cancer drugs. Such an en try  m ay enable an 
un orthodox  p rac titio ner to  stall enforcem ent and to  exploit cancer 
v ictim s for years.
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Tri-Wonda Arthritis “ Remedy”
T o take ano th er exam ple, w here a little  seizure becam e a big 

and expensive case, let us consider the Tri-YV onda trea tm en t for 
a rth ritis .

T he principal ingred ien ts w ere a com bination of acids. T hese  
are taken along w ith  a laxative and a vitam in.

A ny m edical m an inform ed about a rth ritis  w ould say a t once 
th a t the trea tm en t could not possibly a itec t the  course of th a t serious 
disease. O ne top  notch clinical in vestiga to r told us it w ould be a 
w aste of his tim e and our m oney to  try  such an irrational m ix ture  of 
m edicines in the clinic.

Y et seven full w eeks of trial before a federal judge w ere needed 
to  hear all th a t had to be said about the d ru g  as an a rth ritis  remedy. 
More than six years w ere required  to  enjoin its d istribu tion . D uring  
all those years, the  m ail-order sale of the d rug  flourished.

W h a t, one m ay ask. could possibly have taken such tim e.'
T he governm ent p resented  specialists w ho testified from  expert 

know ledge, as well as from clinical tria ls, th a t the drug  is w orth less 
for a rth ritis . T he  defendant responded w ith  a medical theory  spun 
for her long a fte r the case w as sta rted . W hen she first consulted 
expert advisors to  form ulate som e ra tional basis for her claim s, she 
was to ld th a t the problem  w as "a lm ost hopeless.” N onetheless, a 
lite ra tu re  search w as m ade by a teacher of pharm acology. I t  yielded 
a theory  th a t the  acids in the trea tm en t m ight affect the acid-base 
ra tio  of the body, and thus act as a d iuretic  to  draw  fluids from the 
involved jo in ts. T he theory  was bu ilt on w ork reported  in the medical 
lite ra tu re  by a un iversity  investigator. He testified for the go vern
m ent th a t his research w as not in any w ay applicable to  the acids of 
T ri-W onda. T he pharm acology teacher said th a t it was. T hree  
general p ractitioners testified th a t clinical tria ls  they  had conducted 
on scores of people hav ing m iscellaneous jo in t aches and pains proved 
the value of the m edication for rheum atoid  a rth ritis  and osteoarth ritis . 
E ig h t whole days were required for cross-exam ination and rebu tta l of 
th is testim ony  to  show  th a t these doctors were m istaken. T he gov
ernm ent won the case.

B u t had the prom oters of T ri-W on da succeeded, we would have 
had the anom alous situation  in w hich there  w as, in the eves of the 
law, an adequate trea tm en t for a rth ritis  w hen, m edically, the search 
for such a trea tm en t is being pursued w ith  g rea t vigor and at tre 
m endous public and private  expense.
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Jury Lacks Medical Training
W e m ust all agree th a t a ju ry  is poorly equipped by tra in ing  

and experience to answ er m edical questions about cancer and a rth ritis . 
A ny one of m any possible tria l incidents could well control their 
decision. T he very  best of the  n a tio n ’s cancer experts are not neces
sarily  the best cou rt room  w itnesses. M any doctors fear the w itness 
chair alm ost as m uch as law yers fear the operating  table. A nd the 
question and  answ er technique adm itted ly  is a poor device for ge ttin g  
to the tru th  on these m ost difficult scientific and m edical questions. 
Good investigation  and careful p repara tion  will m inim ize the risks of 
failure.

M isrepresen ta tion  does no t reside w holly in the unorthodox  
trea tm en t or in m odern day p a ten t m edicine. Indeed, it touches even 
the  drugs prom oted eth ically to  the m edical profession; drugs th a t 
are used only on a physic ian’s p rescrip tion . S ecretary  Ribicoff has 
recen tly  cited a num ber of exam ples of such drugs. I t  is d istu rb ing  
to  learn th a t 22 per cent of the drugs in troduced since 1955 and 
evaluated  since th a t tim e by the Council on D rugs of the A m erican 
M edical A ssociation are being prom oted by  some claims w hich the 
Council considers unproved.

“ C larin” is one exam ple.
T he  Janu ary  14. 1961, issue of the A m erican M edical A ssociation 

Jou rn a l contained an advertisem ent for the  product, w hich is heparin 
po tassium  in a tab le t to be taken  under the tongue. T he advertisem ent 
s ta tes  th a t the d rug  has “dem onstra ted  value” in “post coronary  
m anagem en t,” and th a t in a significant num ber of cases it has p re
ven ted  recu rren t heart a ttacks. Y et in the 1961 edition of N ew  and 
Nonofficial Drugs, a publication  of the A M A 's own Council on D rugs, 
the  sam e drug  is given the follow ing a p p ra isa l: “ H ow ever, there is 
as y e t no convincing objective evidence th a t heparin, given sub
lingually, e ither p reven ts or am eliorates any m anifestation  of cardio
vascu lar disease. H ence, the use of heparin  potassium  in the hope 
of am elio rating  the prog ress of atherosclerosis m ust be considered 
experim ental.”

T he d rug  is being prescribed for these unproved conditions. 
W hile  w e cannot estim ate its to tal sales, they  exceed $300,000 annually. 
L ocal prices are about $8.50 for a bo ttle  of 50 tablets. If th ree each 
day w ere the  dose, the pa tien t w ould be ou t over $15 a m onth for 
W'hat is p robably  an ineffective drug. T he burden  of th is cost falls
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heavily on a post heart a ttack  victim . P hysicians prescrib ing the 
d rug  in reliance on claim s such as are m ade in the advertisem ent are 
u n w itting ly  experim enting  w ith  th e ir h eart pa tien ts  a t the patien ts 
expense.

P rom otional p ractices of th a t kind cannot be squared w ith  the 
public in terest. A nd the F D A  will do all in its  pow er to  co rrect the 
situation .

W e also are concerned w ith  the physician in vestiga to r w ho 
doesn’t investigate  or w ho plans his investigation  to  yield a p rede
term ined result. X o one can ju s tify  repo rting  resu lts  for a fee, 
w ith ou t tak in g  account of the  serious consequences th a t m ay a ttend  
the in te rs ta te  d istribu tion  of an inadequate ly  studied new drug. There 
surely  will be closer a tten tion  to  all such practices as we uncover them .

Recent Convictions
In  closing, we w ould like to  m ake a plea to you to  be bold in 

s trik ing  a t those w ho practice quackery. W e particu larly  would urge 
local and s ta te  au tho rities to  exercise th e ir  enforcem ent powers. T here  
are som e cases th a t we have prosecu ted  w hich m ight b e tte r have been 
the  concern of licensing boards or o ther app ropria te  sta te  au tho rity . 
I refer to  the prosecution of T hom as G uy Brow n, M. I)., D um as, 
T ex as; Sam uel J. D eF reese, M. D., M onroe, G eorgia, and E zra  L eroy 
C allahan, M. D., De O ueen, A rkansas. T hese  physicians w ere sup
p lying am phetam ines for sale th rough  truck  stops, outside the scope 
of th e ir  m edical practice.

T he dangers of the unsuperv ised use of these stim u lan ts by long 
haul truck  drivers as a su b stitu te  for rest are obvious. W h a t can 
happen is illu stra ted  by w hat is said to have been the w orst highw ay 
accident in the  h isto ry  of A rizona. T h is accident occurred w hen the 
driver of a cattle  truck  w as speeding down the  w rong  side of a clear 
and unobstruc ted  highw ay a t 70 m iles per hour and collided head -011 

w ith a G reyhound bus. killing nine people, in ju rin g  31. and causing 
p roperty  dam age of over $100,000. T he  truck  driver had been on the 
road for 48 hours w ith ou t sleep and kep t aw ake bv tak ing  am pheta
m ines. A bo ttle  con tain ing 17 tab le ts  of “A m phetam ine S u lfa te’’ w as 
found in the dem olished cab, and the labora to ry  found am phetam ines 
in the blood stream  of the dead driver.

Y\ e w ere able to place our investigato rs in these sm all Texas. 
A rkansas and Georgia tow ns to  detect the violations. Surely  the 
situations w ere know n to the local au tho rities, local m edical societies
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and perhaps even to  the s ta te  licensing boards. B u t no th ing  w as 
done. T h is is an  area th a t cries ou t for all our efforts as a life saving- 
m easure.

T he local a ttitu d es  w ere th a t no th ing  could be d o n e ; th a t the 
local p rosecu to r w ould no t p rosecu te and a local ju ry  w ould not 
convict. W e don’t  believe it.

W e th ink  w h at is required  is m otivation . If the local au thorities 
are m indful of the  grave dangers, they  will be determ ined to  stam p 
them  out. I t  can be done. W e have yet to  lose one of these cases 
w hen the  problem  w as laid bare before the court and ju ry . [T he  E nd]

CONSUMER PROTECTION
T he kind of consum er protection  w hich should be provided by the 

Food and D rug  A dm inistra tion  in years im m ediately ahead will be 
studied com prehensively by a new  Citizens A dvisory C om m ittee nam ed 
recently  by A braham  Ribicoff, Secre tary  of H ealth , E ducation  and 
W elfare.

T he 16 m em ber com m ittee is headed by Dr. George Y. H arvey, 
L ectu re r in Political Science and C onsultant in C om m unity D evelop
m ent at the U n iversity  of M issouri. F rom  1948 to  195;, Dr. H arvey  
was staff d irec tor of the H ouse A ppropriations C om m ittee of Congress.

S ecre tary  Ribicoff said the com m ittee will m ake recom m endations 
regard ing  the steps w hich the Food and D rug  A dm inistra tion  should 
take to  insure adequate protection  to  citizens in their use of foods, 
drugs, therapeutic  devices, cosm etics and household chemical products, 
all of w hich are subject to regulation  under laws enforced by the FD A .
T he retail value of such articles m oving in in te rstate  com m erce is 
estim ated to exceed $100 billion each year.

T he study  will be conducted as a new  appraisal of problem s of 
consum er p ro tec tion  under the Federal Food, D rug, and Cosm etic Act, 
ra the r than as a continuation of a s tudy  m ade by a sim ilar Citizens 
A dvisory Com m ittee in 1955.

T he m ajor recom m endation  of the 1955 com m ittee w as a three-to - 
four fold expansion of the FD A , to  be accom plished in five-to-ten years. 
Since th a t tim e the F D A  staff has been approxim ately  doubled in size.
A t the sam e tim e a num ber of im portan t new laws have been enacted, 
p lacing additional responsibilities upon the agency.

In  announcing the new com m ittee Secre tary  Ribicoff s a id :
“T rem endous developm ents in the fields of science and technology 

daily presen t new challenges to  those charged with safeguard ing the 
consum er. I t  is tim e for an o ther group of responsible citizens to  take 
a new  look at w hat the F ederal G overnm ent, th rough  the Food and 
D rug  A dm inistra tion , should do to assure consum ers of tru ly  adequate 
protection. W e need a new evaluation of the am ount and kind of p ro 
tection, the changes th a t m ay be needed to get it, and the tim e it will 
take to  reach the desired objectives. T his is a difficult assignm ent, but 
I am  confident th a t this com m ittee has the necessary  experience and 
ability to carry  it ou t.”
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Current Status of the Federal 
Hazardous Substances 
Labeling Act
By IRVIN KERLAN, M.D. and SAM MOLINAS, Ph.D.

This Paper W as Presented at the Annual Meeting of the American Asso
ciation of Poison Control Centers, in Chicago, Illinois, October 3, 1961.

H E  F E D E R A L  H A Z A R D O U S  S U B S T A N C E S  L A B E L IN G
ACT, signed by the P residen t on Ju ly  12, 1960, becam e operative 

in part in February 1961, and will be fully effective on February 1, 1962.
R egulations im plem enting the s ta tu te  w ere published in the  

Federal R eg ister of A ugust 12 of th is year to go in to effect on 
F eb ruary  1, 1962.

T his law w as enacted prim arily  because of the efforts of the 
medical profession, the Food and D rug  A dm inistra tion, and various 
chem ical and m anufactu ring  associations w ho realized the significant 
need for precau tionary  labeling on the m any po ten tially  dangerous 
household articles which w ere not sub ject to  the provisions of existing 
sta tu tes, such as the F ederal C austic Poisons A ct of 1927, the Food 
D rug  and Cosm etic A ct of 1938, or the Federal Insecticide, Fungicide 
and Rodcnticide A ct of 1947.

T he need for th is legislation becam e m ore and m ore apparen t 
as m any po ten tially  hazardous chem ical products, such as silver, 
floor and fu rn itu re  cleaners, were in troduced in to the home th rough  
the great advances m ade in chemical technology, and w ith  the advent 
of the urge to “do-it-yourself" which occurred after W orld  W ar II.

Included am ong such articles are a wide varie ty  of cleaners, 
floor and fu rn itu re  polishes, dry cleaning agents, pain t solvents and 
th inners, ru st rem overs and specialty  products con tain ing old and
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new hazardous chem icals. M any of these hazardous articles did not 
bear p recau tionary  labeling w hich is necessary  to provide consum er 
protection, particu larly  against accidental poisoning in children.

T hese products though  ex trem ely  useful in and around the home 
under o rd inary  circum stances can, w hen sw allow ed or m ishandled, 
resu lt in severe illness, perm anen t dam age or death.

T he Federal H azardous Substances L abeling  Act proh ib its the 
in te rsta te  sh ipm ent of m isbranded packages of hazardous substances. 
T he p rim ary  purpose of th is law is to p ro tect the public health , par
ticu larly  th a t of young  children, bv estab lish ing  adequate labeling for 
hazardous substances w hich are packaged, d istribu ted  and sold in 
containers th a t are suitable or in tended for household use.

T he purposes of the labeling  requirem ents of t l r s  A ct are to 
inform  the pu rchaser and user of the hazards which m ay be en
countered , to  prescribe adequate precau tionary  m easures, to inform  
the physician and others of the com position of a hazardous product, 
and to  provide adequate first-aid m easures w hen necessary.

Criteria Employed To Determine Hazard
T he criteria  w hich m ust be em ployed in determ in ing  w hether a 

p roduct is a hazardous substance sub ject to the provisions of th is 
s ta tu te  are (1) is it in a con tainer suitable or in tended for household 
use, and (2) is it a substance or m ix ture of substances which is (a) 
toxic, (b) corrosive, (c) an irritan t, (d) a stron g  sensitizer, (e) inflam 
m able, or (f) generates p ressure th ro ug h  decom position, heat, or 
o ther m eans, if such substances o r m ix ture  of substances m ay cause 
substan tia l personal in ju ry  or substan tia l illness cu rin g  or as a 
p rox im ate resu lt of any custom ary  or reasonably  foreseeable handling 
or use, including reasonably  foreseeable ingestion by children.

Substan tia l personal in ju ry  or illness has been in terp reted  in the 
regula tions as m eaning any illness or in ju ry  of a significant nature. 
I t  need not be severe or serious. W h a t is excluded by th is w ord is the 
w holly insignificant or negligible in ju ry  or illness.

T he reasonably  foreseeable handling  or use m entioned in the 
s ta tu te  includes the po ten tial accidental hand ling  or use, no t only by 
the purchaser or in tended user of the product, bu t by all o thers in a 
household especially children. T he criterion w hich is to be em ployed 
in determining whether a container is suitable or intended for household 
use is w hether it m ay be found in or around a dw elling or any related 
building. T h is includes the garage, carport, barn  and sto rage shed.
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A rticles such as polishes or cleaners th a t are designed for profes
sional or technical use can be expected to  come in to the  household 
w hen because of the do-it-yourself urge they  are found in hobby 
shops and o ther reta il sto res for nonprofessional purposes. Such 
products will be considered as being available for household use and 
should be app ropria te ly  labeled.

Industria l supplies w hich are labeled and m arketed  solely for 
industria l use will no t be sub ject to  the  provisions of the  A ct though  
it is possible th a t som e of these articles, or portions thereof, m ay find 
th e ir w ay from  an industria l site or p lan t in to  the home.

A lthough high ly toxic, extrem ely flam m able and flam m able sub
stances are defined in the A ct in term s of specific te s t procedures, 
the various classes of hazardous substances are defined only in general 
term s. F u rth e r  definitions and specific te s t m ethods for these classes 
of hazardous substances are contained in the regulations w hich are 
to  becom e effective on F eb ru ary  1, 1962.

A toxic substance is defined in the  A ct as any substance w hich 
has the capacity  to produce personal in ju ry  or illness to  m an th ro ug h  
ingestion , inhalation  or absorp tion  th ro ug h  any body surfaces.

I t  is provided in the  s ta tu to ry  definition of h igh ly toxic sub 
stances th a t should the S ecretary  find th a t the available data  on hum an 
experience w ith  any  substance indicate resu lts  different from  those 
obtained on anim al, the hum an data  shall take precedence.

A h igh ly  toxic substance by ingestion is defined as one w hich will 
produce death  in half or m ore th an  half of a specified num ber of 
w hite  ra ts  a t a single oral dose of 50 m g /kg .

A toxic substance by ingestion is defined in the R egulations as 
one w hich will produce death  in half or m ore th an  half of a significant 
num ber of w hite  ra ts  a t a single oral dose of m ore than  50 m g /k g  
bu t no t m ore than  5 gm /kg .

T he R egulations also provide th a t substances 500 m g— 5 g m /k g  
of body w eigh t will be considered for exem ption from  som e or all of 
the labeling requirem en ts of the  A ct un der Section 191.62, upon a 
show ing th a t, because of the  physical form  of the  substances (solid, 
a th ick plastic, em ulsion, e tc .), the  size or closure of the  container, 
hum an experience w ith  the  article, or any  o ther re levan t factors, 
such labeling is no t needed.

A corrosive is defined in the s ta tu te  as a substance w hich w hen 
in con tact w ith  living tissue will cause destruction  by chem ical action.
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T h is  definition is am plified in the R egulations w here it is defined as 
a  substance th ar causes visible destruction  or irreversib le  a ltera tion  
in the  tissue at the site of contact. A te s t for a corrosive substance is 
w hether, by hum an experience, such tissue destruction  occurs at the 
site of application. T he R egulations also provide a labora to ry  p ro
cedure for determ in ing  corrosive substances on anim als.

An irr ita n t is defined in the  law  as any substance w hich is not 
corrosive bu t w hich on im m ediate, prolonged or repeated  contact w ith  
norm al living tissue will induce a local inflam m atory reaction. T his 
term  by regulation  is in terp re ted  as including '‘p rim arv irritan t to  the 
skin” as well as substances irritant to the eye and to mucous membranes.

T he R egulations go on to define p rim ary  irr ita n t and irritan t to 
th e  eye m ucosa on the basis of available data  by hum an experience 
and a specific anim al test.

A general definition of a “s tron g  sensitizer” is given in the  Act. 
I t  is fu rth er defined in the R egulations as a substance w hich will 
cause on norm al living tissue th ro ug h  an allergic or photodynam ic 
process a hypersensitiv ity  w hich becom es evident on reapplication of 
the sam e substance and w hich is designated as such by the Secretary. 
Before designating  any substance as a s tro n g  sensitizer, the Secretary, 
upon consideration of the frequency of occurrence and severity  of the 
reaction, shall find th a t the substance has a significant po ten tia l for 
causing hypersensitiv ity . Before a substance is a s tro n g  sensitizer 
w ith in  the m eaning  of the s ta tu te , it m ust be so designated  by the 
C om m issioner th ro ug h  regulation . In  m aking his designation the  Con- 
mi ssioner m ust consider the frequency of occurrence and severity  
of reaction  in his finding th a t a m aterial has a significant po ten tial 
for p roducing sensitization . E ith e r the  frequen t occurrence of a 
re la tively  m inor sensitization  or the occurrence, thou gh  relatively  
in frequent, of a severe reaction  is sufficient to  provide a basis for 
classify ing an article  as a “stron g  sensitizer.”

T he follow ing have been declared in the R egulations to  be strong  
sensitizers :

(a) Paraphenylenediam ine and products con ta in ing  it.
(b) P ow dered  orris roo t and products con tain ing it.
(c) E poxy  resins system s contain ing in any  concentration  ethvl- 

enediamine, d iethylenetram ine, and diglvcidyl e thers of m olecular 
w eigh t of less than  200.
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(d) Form aldehyde and products con tain ing 1 per cent or m ore 
of form aldehyde.

(e) Oil of B ergam ot and products con tain ing 2 per cent or m ore 
of Oil of B ergam ot.

U nder the R egulations it is also provided th a t reliable data on 
hum an experience will be taken  in to account in determ in ing  w h eth er 
an article is a “hazardous substance’’ w ith in  the m eaning of the  Act. 
As m entioned earlier, it is fu rth er provided th a t w here the hum an 
experience data  differs from  the resu lts  w ith  anim al data  the hum an 
experience takes precedence.

Labeling Requirements
A rticles sub ject to  provisions of th is A ct are required to  bear a 

label w hich sta tes  conspicuously (a) the nam e and place of business 
of the m anufacturer, packer, d is tribu to r or seller ; (b) the  com m on or 
usual name, or if none exists, the chem ical nam e of the  hazardous 
substance ; (c) the signal w ord “ D an ger” on substances w hich are 
extrem ely flam mable, corrosive, or high ly tox ic : (d) the signal w ord 
“W arn in g ” or “ C au tion” on all o ther hazardous substances; (e l an 
affirmative statement of the principal hazard or hazards, such as “ F lam 
m able," “V apor H arm fu l,” “Causes B urns,” “A bsorbed T hrou gh  Skin” 
or sim ilar w ord ing  descrip tive of the hazard  ; (f) p recau tionary  m eas
ures describ ing the  action to  be followed or avoided ; (g) instruction , 
w hen necessary or appropriate , for first aid tre a tm en t; (h) the w ord 
“ Poison" for any hazardous substance w hich is h igh ly  to x ic ; (i) 
in structions for handling  or sto rage of packages w hich require special 
care in handling or s to rag e ; and (j) the s ta tem en t “Keep O u t of 
the Reach of C hild ren” or its practical equivalent. A highly toxic sub
stance is also required  by regulation  to  exhibit the skull and cross- 
bones symbol.

AA'ith one exception, the F ederal C austic Poison A ct is to be 
repealed w hen th is s ta tu te  becom es effective on F eb ruary  1, 1962. 
bu t those corrosive substances w hich w ere covered by th is  s ta tu te  
and in the concentrations listed in th a t law will be sub ject to  the 
provisions of the F ederal H azardous Substances L abeling  A ct and 
will, by regulation , bear on th e ir label the w ord “P oison” instead of a 
signal word. T he  C austic Poison A ct still rem ains in effect in respect 
to  any dangerous caustic or corrosive substance th a t is sub ject to 
the F ederal Food, D rug, and Cosm etic Act.
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On the basis of hum an experience as reported  in scientific lite ra 
tu re  by  Poison Control Centers, the N ational C learing H ouse of Poison 
C ontrol C enters and upon the advice of m edical and scientific experts, 
the follow ing substances have, by regulation , been declared to  be 
hazardous substances th a t are required  in the in te res t of the public 
health  to bear conspicuously specific label s ta te m e n ts :

(a) Carbon te trach loride  and m ix tures con tain ing  it. Because of 
the general system ic poisoning th a t m ay resu lt from  ingestion  or 
inhalation  of the  vapors of carbon te trach loride  and m ix tures con ta in 
ing it, the  labels of such articles are required to  bear the signal w ord 
“ D anger,” the w ord “ Poison ,” and the  skull and crossbones. T he 
sta tem en t of hazard  shall include “ M ay be fatal if inhaled or swal
lowed,” and “Avoid contact with flame or ho t surface."

(b) D iethylene glycol including m ix tures contain ing 10 per cent 
or m ore of d iethylene glycol by w e ig h t;

(c) E thy lene glycol including m ix tures contain ing 10 per cent 
or m ore of ethylene glycol by w eight. T he labels on articles con ta in
ing these glycol substances (including m ix tures in the percentages 
listed above) are required to bear, because they are commonly marketed, 
stored and used in a m anner increasing the possib ility  of accidental 
ingestion , the signal w ord “W a rn in g .” F o r ethylene glycol, the s ta te 
m ent of hazard  “ H arm fu l or fatal if sw allow ed” is required, and for 
diethylene glycol the s ta tem en t of hazard  “H arm fu l if sw allow ed.”

(d) M ethyl alcohol including m ix tures contain ing 4 per cent or 
m ore by w eigh t of th is  substance. B ecause blindness and death  m ay 
resu lt from  the ingestion of p roducts con tain ing m ethyl alcohol, the 
labels of such articles are required  to  bear the  signal w ord “D an ger,” 
the  w ord “P oison ,” the  skull and crossbones sym bol; and the s ta te 
m ents of hazards “V apor H arm fu l,” “ M ay be fatal or cause blindness 
if sw allow ed,” and “C annot be m ade nonpoisonous.”

(e) P etro leum  distilla tes such as kerosene, m ineral seal oil, 
naphtha, gasoline, benzine, m ineral sp irits, pain t th inner, S toddard  
solven t and re lated  petro leum  d istilla tes and m ix tures con ta in ing  10 
per cent or m ore by w eigh t of these distillates.

(f) T u rpen tin e  including gum  tu rpentine , gum  spirits of tu rp en 
tine, steam -distilled  wood tu rp en tine , sulfate wooc. tu rp en tine  and 
destructively  distilled wood tu rp en tine  and m ix tures contain ing 10 
per cent or m ore of these substances. Since tu rp en tine  and petro leum  
d istilla tes (includ ing  m ix tures) on ingestion  resu lt in system ic poison
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ing and are also hazardous because of asp ira tion  in to  the lungs w ith  
resu ltan t chem ical pneum onitis, pneum onia and pu lm onary  edem a, 
articles conta in ing  these m aterials in a concentration  of 10 per cent 
or m ore are required  by regulation  to bear the w ord “ D an ger” as well 
as the s ta tem en t of hazard  “H arm fu l or fatal if sw allow ed.” In addi
tion it is required th a t the  labels for p roducts con tain ing kerosene and 
related  petro leum  d istilla tes bear the  first aid in struc tion  “Do not 
induce vom iting .”

T he R egulations also require th a t the signal word, the  s ta tem en t 
of the principal hazard  or hazards and in struc tions to  read carefully  
any cau tionary  in form ation th a t m ay be elsew here on the label appear 
to gether on the main panel of the label. T he signal w ord, the s ta tem en t 
of hazard  shall be in capital le tters. In  o rder to  be displayed con
spicuously the signal w ord and the w ord “ P o ison” are required to  be 
of a size bearing  a reasonable relationsh ip  to  the o ther type on the 
m ain panel, b u t cannot be less than  18 po in t type. T he sta tem en t of 
hazard  cannot be less th an  12 po in t type, unless the  label space on the 
con tainer is too sm all to  accom m odate such type size. T he o ther item s 
of label in form ation required  by the s ta tu te  or by regulation  m ay ap
pear on the m ain panel, bu t if th ey  do not, they  m ust be placed to 
ge ther in a distinctive place in p rox im ity  to the directions for use. 
T he  type size requ ired  for th is  add itional in form ation can be no sm aller 
than  ten  po in t type un less th e  available space requires reduction , in 
w hich event it m ay be reduced, b u t no sm aller than  necessary and in 
no event sm aller than  six point type.

Economic poisons, subject to the provisions of the Federal Insecti
cide, Fungicide and R odenticide Act, and foods, d rugs and cosm etics 
sub ject to  the Food, D rug  and Cosm etic A ct are exem pt from  the 
provisions of the  F ederal H azardous S ubstances L abeling  Act.

T he F ederal H azardous S ubstances L abeling  A ct and the R egula
tions au thorize exem ption of specific substances from full label com 
pliance w hen because of the size of the package, or the m inor degree 
and hazard  presented , public health  pro tection  does not require full 
com pliance.

In  order to rem ove offending articles from  com m erce the law 
provides for crim inal actions against responsible persons, the seizure 
of m isbranded containers of hazardous m ateria ls  and for in junctions 
to  restra in  vio lations of the Act. I t  au thorizes the Food and D rug  
A dm inistra tion  to  m ake factory  inspections, to  secure records of
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in te rsta te  sh ipm ents, to  issue publicity  concerning actions taken under 
this law  and to  regu la te  im ports.

As m entioned earlier, the A ct becam e effective upon date of enact
m ent, Ju ly  12, 1960, bu t six m onths w as allow ed before seizure or 
crim inal actions could be in stitu ted . A u th o rity  w as given to the 
Com m issioner of Food and D rug s to  extend th is effective date for 
one year if th is  w as necessary.

T he A ct becam e fully effective for high ly toxic, extrem ely  flam
m able and  flam m able substances (excluding flam m able solids) on 
F eb ruary  1, 1961. T he A ct and the final R egulations w ill be fully 
effective on F eb ru ary  1, 1962.

W ith  vo lun tary  com pliance by purveyors of articles contain ing 
hazardous substances, p ro tection  of the health  of the public will be 
provided. W ith  the full cooperation of professional health  w orkers 
g rea t strides will be m ade in the  protection of the public in an area 
w hich is controlled for the first tim e. [The End]
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WASHINGTON
A C T I O N  A N D  N E W S
In the Food and Drug Administration

October Report of Drug and Device 
Seizures.—T w en ty-six  Federal Court 
actions were taken against drugs and 
devices in the m onth of Septem ber.

Typical of products involved in eleven 
seizures charging false and m isleading 
label claims were such products as:

M avene W afers “for the trea tm en t 
of stom ach and duodenal ulcers.”

M oulinex E lectric G rinder B lender 
to prepare foods “for overcom ing ten 
sion and anxiety, increasing strength , 
endurance and energy, and creating  a 
rich, red, pow erful b loodstream .”

R iotta T .acto-Carrot Juice (and cel
ery and beet juice) for cancer, rh eu 
matism, improper blood pressure, cardiac 
conditions and m any others.

V irilon H air Follicle C leanser for 
grow ing thick hair and healthy  seal]) 
and overcom ing male pa ttern  ba ld 
ness, etc.

“ D elam er M inerals in Solu tion” (sea 
w ater) for driving toxins out of the 
body, delaying aging processes, etc.

A bunda H y d ro  M assage Bosom 
B eauty “ for aw akening and increasing 
bosom  beauty, encouraging bosom  p e r
fection,” etc.

Audivox E lectrostatic  Precip itator, 
for rem oving germ s and p ro tec ting  the 
fam ily from peritonitis, broncho-pneu
m onia, m eningitis, scarlet fever, sm all
pox, measles, tuberculosis and other 
diseases.

O th er seizures involved am phetamine 
drugs dispensed by a physician and a 
ch iropractor outside their professional 
practice, a m edicated tu rkey  feed con
tain ing a dangerous am ount of 4-nitro- 
phenyl-arsonic acid, and repackaged

physicians’ sam ples offered for sale 
w ithout the sateguards which the law 
requires. By the end of Septem ber, 37 
seizures of physicians’ sam ples had 
been m ade of which nine are being 
contested.

Food Seizures.—A pproxim ately 173 
tons of contam inated  food were seized 
in 23 actions.

F ilth  and decom position accounted 
for the bulk of the food seizures (15a 
tons), and the trea tm en t w ith pesticide 
chem icals— captan and heptach lor— 
caused the seizure of 17 tons of milo 
maize.

N onperm itted  colors, unsafe for use 
in foods, were found in cake mix com 
binations and coconut oil.

F ifty-four tons of seized foods were 
unfit for hum an consum ption, including 
bulk w heat containing charred, burned, 
or scorched kernels; insect infested 
popcorn, beans, alm onds, cashew nuts, 
flour and rice; decom posed butter, fish, 
dog food and luncheon m eat; and 
prickles and cereal for sausage filler 
prepared and packed under insanitary  
conditions.

Economic cheats included shortweight 
foods and foods w ith inaccurate, in
com plete or inconspicuous quantity  
statem ents. For example, straw berry  
tw ists, packed in clear cellophane bags, 
had the obligatory  statem ents prin ted  
in ink sim ilar to the color of the candy 
in the bag, m aking the statem ents al
m ost invisible. Canned m ushroom s did 
not com ply with s tandard  regulations 
for fill of container, and a dietary 
supplem ent failed to declare accurately 
its vitam in and m ineral properties.
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Ready Now . . . the All New

1962 U. S. M A S T E R  T A X  GUIDE
"America's Number One Tax Book"

• Reflects All New 1961 Federal Tax Law Changes from Cover to Cover

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

N ot only does the M A S T E R  T A X  G U ID E  explain the basic rules 
affecting business or personal incom e tax  questions, it also p ro tects you 
against overpaym ents and costly  m istakes in year-end tax  planning. H ere 
you have c lear-cut exam ples—based on typical tax  situations-—to illu stra te  
the explanations. M oreover, the G U ID E  is eager to  assist in the p rep a ra 
tion  of 1961 incom e tax  re tu rn s  to  be filed in 1962 and in handling  everyday 
federal tax  problem s all th ro u g h  the  m onths ahead.

Based on the In te rn a l R evenue Code— as am ended th ro ug h  1961— 
R egulations, con tro lling  C ourt and T ax  C ourt decisions, the 1962 U. S. 
M A S T E R  T A X  G U ID E  is a com pact source of tax  facts and figures im 
m ediately  useful in w ork ing out sound answ ers to tax  problem s.

L eading  the field, the  G U ID E  is the 
high ly polished product of m ore than  
forty  y ea rs’ experience in federal tax  re 
porting . Com pletely dependable, i t ’s p ro 
duced by the seasoned CCH editorial 
staff w hich m akes CCH publications the 
s tandard  for m easurem ent

As a convenient desk tool . . . it can ’t 
be beat. So do n ’t let tax  ‘ puzzlers” beat 
you, w hen you can have 464 pages of to p 
flight tax help for only $3 a copy. F ill in 
and Mail the a ttached  O rder Card 
T O D A Y ! Y ours will be one of the 
first-p ress copies— for th a t w an ted  “head 
s ta r t” on year-end  tax  p lann ing .

H A R D  B O U N D  E D IT IO N
The 1962 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 perm anent edition. C on
tents are identical to tile pa 
per-co ' ered edition, but hard 
bound ('two color, gold- 
stam ped covers) for perm a
nent reference. Price. $8.50 
a copy.
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B U S I N E S S  R E P L Y  M A I L
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Card for Ordering 
Your Copies

1962 U. S. MASTER 
TAX GUIDE

CCH P R O D U C T S C O M PAN Y  
4025 W . Peterson Ave., Chicago 45, III.

Rush ........................ copies of 1962 U. S.
M A S T E R  T A X  G U ID E  (2101) at prices 
quoted below, plus small charge for postage 
and packing. (W hen rem ittance in full ac
com panies order, CCI1 pays postage and 
packing.)
1-4 copies $3.00 ea. 10-24 copies $2.40 ea.
5-'? copies $2.70 ea. 25-49 copies $2.00 ea.
□  Q uote prices on larger quantities with our 

im print
Also send . copies of U. S. M A S T E R  

T A X  G U ID E  Hard Bound Edition at $8.50 
per copy.
□  Remittance herewith □  Send bill

S i g n a tu r e  & T i t le

F i rm

A tten t io n

S t r e e t  & N u m b e r
2101 —1071

City . Zone  & S t a t e ...................................................................
S u b scrib ers fo r CCH’s S ta n d a rd  F e d e ra l T ax  R e
p o rts  a n d  C u rre n t L aw  H and y b o o k s receive the  
p a p e r  bound editio n . T hey should  o rd e r only  for  
e x tra  copies.


	FOOD DRUG COSMETIC LAW JOURNAL 1961 VOLUME 16 NO.11
	Contents
	REPORTS TO THE READER
	LATIN AMERICAN FOOD CODE: CHAPTER XVI Correctives and Improving Agents(Additives)
	Thickeners and Stabilizers
	Condiments
	Artificial Sweeteners
	Emulsifiers
	Flavoring Extracts
	Edible Mushrooms
	Yeasts and Fermentation Agents
	Colors
	Improving or Enriching Agents
	Salt
	Sauces, Dressings and Seasoning Extracts
	Acidulants
	Bitters
	Foaming Agents
	Vinegars
	Current Federal Drug Controls For Problems Old and New
	Challenging Quackery With Truth
	Current Status of the Federal Hazardous Substances Labeling Act
	WASHINGTON ACTION AND NEWS In the Food and Drug Administration

