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Red Dye #2 

The Health Research Group today initiated leeal action to 
force FDA to stop certifying FD&C Red Dye #2 for use in foods, 
drugs and cosmetics. Increased evidence of Red #2 toxicity at 
very low levels makes FDA's illegal certification of this dye 
intolerable. Each year, millions of Americans unl<nowingly eat 
billions of dollars of food adulterated with this hazardous 
chemical. 

Recent studies have shown that female animals fed 1.5 
milligrams per kg body weight suffered: si~ificant increase 
in fetal deatn, inhibition of the estrus cycle and decreased 
ability of live offspring to survive for even a month. Ivlale 
animals fed the same amount suffered decreased sperm survival, 
decreased sperm mobility and decreased sperm resistance. ~hese 
effects on male fertility have not been previously reported. 

In May 1972 FDA alleged that 1.5 mg/kg/body weight was 
a safe level of ingestion for man. rrhe Health Research Group 
has long urged FDA to prohibit Red #2 because it has toxic 
effects at low levels and because it offers no · benefits to 
consumers and is used by some food companies to disguise the 
poor quality of their products. 

A chronology of Red #2 events follows: 
1. 1970. nussian studies report Red #2 kills fetuses 

at 1.5 mg/kg/body weight. -

2. Summer 1971. Similar FDA studies show fetal toxicity 
at 30 mg/kg. (FDA did not test at 1.5 mg/kg.) 

3. Sept. 11, 1971. FDA asks trade associations to subm1~ 
data on Red #2 use, \'lith the intention of "allocating uses '' 
between products. This allocation never occured. 

4. november 18~ 1971. FDA Bureau of Foods scientists recommend: 

!tit would be prudent to limit FD&C Red #2 only to indirect 
or incidental applications involving food ; that is, limit 
use of the color to such applications as food packaging 
where migration to food is nil, color marking of animal 
food additives, and to external uses in drugs and cosmetics.'' 

5. December 1971. FDA asks iJational Academy of Sciences to 
recommend a course of action on Red #2. :-JAS initially refused, 
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because of the routine nature of the decision, but under 
pressure from the Industry Liaison Panel agrees to accept 
the task. 

6. Spring 1972. Chuckles Candy puts on its label, "No 
Red #2 color used in this product." 

7. June 13, 1972. NAS committee concludes that the animal 
data does not indicate a health hazard for humans. 

8. July 4, 1972. FDA proposes to set a 1.5 mg/kg body 
weight tolerance for Red #2. ('rhis proposal was never enacted.) 
FDA used the 15 mg/kg no-effect level in their study and 
divided it by a safety factor of 10. This low margin of 
safety is unprecedented in FDA history. The normal safety 
factor is one hundredth of no effect level. For Red 2 this 
would have yielded a safe dose for humans of .15 mg/kg. 

9. September 8, 1972. Medical World '~ews reports that 
Bureau of Foods Director Virgil 1:Jodicka when asked why the 
dangerous 1:10 safety factor was substituted for 1:100 factor 
replied: 

... VJe're stuck with Red #2. If we went to a 0.15 mg. 
limit, we'd wipe out its use. 

10. November 1972. Russian studies show ne~1 kinds of 
damage at levels of 1.5 mg/kg. 

11. 1972. FDA certified over 270,000 pounds of Red #2 
allowing its addition to ~10 billion of our food supply. 

·;~****~"to*~=~*·~·:~ 

Products in which FD&C Red #2 is used: 

SOFT DRirJKS, GELATLl DESSERTS, CANDY, BAKED GOODS, CHEWING 
GUM, ICE CREA!Vi, PET FOOD, LIPSTICK, PILL COATINGS. 
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BEFORE THE FOOD AND DRUG ADMINISTRATION 

SUSAN MAZZOCCHI AND 
HEALTH RESEARCH GROUP 

Petitioners 

TO CHARLES C. EDWARDS, COMMISSIONER, 
FOOD AND DRUG ADMINISTRATION 

PETITION TO PROHIBIT CONTINUED CE~TIFICATION OF FD&C RED DYE NO. 2 
BECAUSE IT LACKS REQUISITE LEGAL STATUS FOR CERTI FICATION AND 
BECAUSE THERE IS SuBSTANTIAL EVIDENCE THAT r r IS TOXIC 

I. Petitioners 

Petitioner Susan Mazzocchi is a married woman of child-bearing 
age who plans to have ch i ldren. 
Petitioner Health Research Group is a W~shinpton-based, non­
profit organization engaged in public interest research and 
advocacy on health issues, includj.ng fo0d saf ety. 

II . Authori t y for Jetit i on 

Petitioners' authority to submit t his petition is found 
in 5 U.S.C . 533 (e), Administrative Procedure Act· and in 
21 U.S.C. 376, : ; Provisio~al Listine s of Commercially 
Established Colors, 1

! (d) (2) (A); a nd 21 U.S. C. 376 (d), and 
371 (e), Food, Drug and 0.osmetic Act.· 

III. Discussion 

The 1960 Color Additives Arr.endment to tte Food , Drug a nd 
Cosmetic Act requires a ll new dyes to be approved by FDA as 
lisuitable and safen for use before being- marketed in food, 
drugs and cosme~ics. 21 U.S.C. 376(b). Dyes which were 
marketed before enactment of the Amendment could receive 
from FDA provisional approval, "on an interim basis for a 
reasonable period, 11 pending completion of safety testing 
for those dyes. 21 U.S.C, 376 "Provisional Listings .. li(b). 
All dyes which have safety approval or a provisional 
approval may be inspected by FDA for ~urity and conformance 
to standards of color. 21 U.S.C. 376(c ) and 21 U.S.C. 
376 ,;Provisional Listings ... " Each batch of such dyes is 
individually certified by FDA. Cert i fication is basically 
an FDA servj.ce to industry to assure it that artificially­
colored products will have a uniform color. Certification 
is a j udgment merely on trueness of color, not on safety. 
Under the law} certification should occur only after FDA 
has adjudged a dye safe or given it a provisional listinb. 

When the 1960 Color Additives Amendment went into effect, 
FD&C Red #2 was g iven a provisional listing as a previous ly 
marketed dye. That listing was extended over the years 

(without any evidence of safety tes ts underway ) and expired 
December 31, 1971. July 4, 1972, FDA proposed safety tolerance 
levels for Red #2, but never promulgated them. Since January 1, 
197 2, r ed #2 has had no provisional listing, and no safety 
approval. 

FDA has continued to certify batches of r ed #2 . Over 270,000 
pounds of the dye - - a record l eve l -- were certifie~ for 
marketing last year . 

IV. Prayer 

21 C.F.R. 9 . 61 (together with §9 . 2 and§ 9 .20) authorizes 
FDA to certify red #2 if it meets the standard of purity 
prescribed therein. This regulation is invalid on its face, 
since FDA has no legal authority to certify color additives 
possessing neither a safety regulation nor a provisional 
l isting . Petitioners seek immediate repeal of 21 C.F.R. 9.61 
and cessation of certification . 

..: 
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V. Need for Immediate Action on This Petition 

Even if it were lawful to certify red #2 when it has no 
official status under the Amendment, certification should end 
immediately because of the toxicity evidence. 

Three years ago, Russian scientists reported fetal death 
in rats fed low levels of red #2, 1.5. mg/kc body weight 
per day. Shtenberg and Gavrilenko Vopr . Pitan., 29, 66-73(1970). 
Last year, similar tests at FDA showed that fetal deaths 
were caused in animals fed red #2 at levels of 30 mg/kg body 
weight. 1~0 statistically significant fetal death was observed 
at diet levels of 15 mg/kg or at 7.5 mg/kg 
(Collins, Food & Cosmet Toxicol 10, 619(1972) . Similar 
tests conducted by Gavage, an exposure approximating 
ingestion of the dye i n soft drinks, revealed fetal death 
at 15 mg/kg. No FDA tes~s were conducted at 1.5 mg/ke body 
weight. 

FDA tests also found that red #2 ;'has drastic effects 
regarding mortality and gives evidence of a teratogenic 
effect in low concentrations (25 parts per bil lion and 10 
parts per mi llion) ;1 vJhen injected into chick embryos. 
(Memorandum of Bureau of Foods meeting on red #2. Nov. 18, 1971). 

In very recent tests, Russian scientists fed animals red #2 
at a dose of 1.5 mg/kg and found 

In femal~=js 

1. 
2. 
3. 

4 . 

5. 
6 . 

In males: 

1. 
2. 
3. 

inhibition of estrual cycle 
atrophy of ovaries 
pregnant animals fed red #2 had 300% as many 
fetal deaths as control anima ls 
animals born alive didn't grow as well (weighed 
l ess at one month) 
impaired l actation in animals fed red #2 
1 out of 7 born alive died during first month. 

decreased length of s per m life 
decreased motility or movement of sperm 
reduced resistance of sperm 

Shtenberg and Gavrilenko, 
Vopr. Pitan. 5, 28-33 (1972) 

A level of 1.5 mg/kg body weight, the amount of red #2 shown 
to be toxic in both studies where this dosage was used, 
could be reached in an ordinary diet . 

V. Procedure 

As required by 21 U.S.C. 376, ;;Provisional Listings of 
Commercially Established Colors :' , d(2 )( A) ,· and 21 U.S. C. 
376(d) the secretary shall within thirty days publish notice 
of t his petition. The secretary must act within 90 days after 
filing of this petition or explicity extend the time period 
if necessary to study and investigate t his petition, an 
option not pertinent here because all data is already in 
FDA possession . 
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VI. Summary 

Although FDA has known from their own studies for 1 1/2 
years that red #2 is toxic1 and has refused to grant it any 
safety or provisional regulation . FDA has continued to certify 
the dye for use in food, drugs and cosmetics. New studies 
showing additional hazards at extremely low doses make 
repeal of red #2 certification procedures immediately 
necessary. 

Respectfully submitted, 

Anita Johnson) 
Attorney for petitioners 

January 24, 1973 


