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UNITED STATES GOVERNMENT
Memorandum

TO : Patitions Control }Brnnch pATE: July 21, 1966

HWA i s /h.—»rf’.‘
Drs. K, P. Misra &*“J. Mcl..aughz/ ..

FROM : Division of Toxicological E»mluatmn
Petitions Review Branch

SUBJECT: Amend regulation 121.2526 (Componencs of paper and paperboard in contact with
aqueous and fatty foods) to include mono~, and bis=(l~H, 1H, 2H, 2Hwper fluorow
alkyl) phosphates=-diethanolamine salts as an optional component of peper and

paperboaxd,
FOOD ADDITIVL PETLTION NO. SBL747 E. I. DuPont de Nemours & Company
(Supplement to Final Evaluation) - Wilmington, Delaware

(AF 4-408)

The revised submission (Jume 21, 1966) restricts the use 05! to 0.25%
by weight of paper. It leads FSA to suggest (FSA memo to PCB diated June 27,
1966) a migration of 0.2 ppm to aqueous food aud nil to fatty food. This
would be essentially in the form ofﬂhecause of its stability in
strong mineral acids and alkalies. The use limitotion should further re=
strict for contact with Foods under conditions of use of E, F, G and H of
Table 2 regulation 121,2514,

In support of higher 'mo effect" level for -(TE memo to PCE dated

Feb. 3, 1966), the petitioner advances a suppiementary point, The diethanol
amine content of_is about 16=17%, The "no effect" level [rom Hellon

Institute's report 1s between 20 to 90 mg/kgn in rats for diethanolamine
(sugge The effect level is 90 mg/kgm. At a level of intake of 100 ppm
of“ the intake of diethanolamir= would constitute about 10 mg/kg,
and consequently at 1000 ppm of Zonyl RP it would be about 100 mg/k Thus,
.‘ the slightly enlarged liver cffect observed at 500-1000 ppm afﬂcuuld
M conbined effect of the diethanolamine and flurocar es of

EBvaluationi We can state that the "no effect'" level is less than 1000 ppm
_bur_ more than 10C gpm, With the proposed use restrictions
(lowered use level. and restricted food cootact use conditions) we consider
the use ofdsaﬁe.

CONCLUSION: The use of -5 revised and proposed (FSA memo to PCE
dated June 27, 1966) is safe. The basis of safaty rests on the cxpected
level of migration (0.2 ppm,) and toxicity data (Two 90~day studies in
both ra*t and dog) on We recommend & promulgation of a regulation,
only when FSA's requirements (FSA memo to PCB dated June 27, 1966) are met
in support of this petition.
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