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Memorandum 
TO : Pat:itions Control Branch 

J'.,J.~11 fi, /47 ,t./~_;,t:' ~<e .. 
Drs, K, P. Misro. & •·J. McLo.ugl}Xin, ,Jt; 

FROM : Division of Toxicological Evaluation 
Petltions Review Branch 

D,\'n:: July 21, 1966 

SUDJECT: Amend regulation 121. 2526 (Componen.:s of paper and po.porboarcl. in contact with 
o.queous and fatty foods) to include mono- , and bis• (l-H, lH, 2H, 2H-per fluoro­
aLlcyl) phosphates• di etho.nolarnine salts as an optional component of paper and 
paperboard. 

FOOD ADDITIV'i.. PETIT!ON N), 5Bl747 
(Supplement to Final Evaluation) , 

E. I. DuPont de Nemours & Company 
Wilmington, Delaware 
(µ 4-408) 

The revised submission (June 21, 1966) restricts the use of .... to 0 , 25% 
by weight of po.per . lt leads FSA to suggest (FSA memo to P~ unc 27, 
1966) a migration of O. 2 ppm to aqu~ aud nil to fatty food . This 
would be essentially in tbe form of - bcco.use of its stability in 
atr~ng mineral acids and alkalies . The use limit!'.tion should further re­
strict for contact with foods under conditions of use of E, F > G and H of 
Tabl~ 2 regulation 121.2514. 

In support of higher "no effect" level for - (TE memo to PCB dated 
Feb . 3, 1966), t ~ ner advances a supplementary point. The diethanol 
amine content of - ia about 16-17'/., The "no effect" level £r0Ul Mellon 
Institute1s report is between 20 co 90 mg/kgin in rats for diethanol.amine 
(s- A The effect level is 90 mg/kgin. At a leve l of intake of 100 ppm 
of the intake of diethanolamir'! would constitute about 10 mg/kg, 
o.n consequently at 1000 ppm of Zonyl RP it would be about 100 - k Thus, 
the slightly ~nlarged liver effect observed at 500-1000 ppm of could 

llllillllilla conbined effect of the diethanolamine and flurocaro nm i e Les of 

Evaluation; We co.n stat e that the "no effccr." leveJ. is less than 1000 ppm 
of I but. more than 100 ;;,;,m. With the proposed use restrictions 
(J.owercd us~ and restricted fnou co,1tact use conditions) we consider 
the use of - so.fe . 

CONCLUSION: Tho uae of ~ s revised and proposed (FSA memo to PCB 
dated June 27, 1966) i s safe. Tho boeis of so.foty rosts on the c>q,ected 
level of migr.ation (~ and toxicity data (Two 90- do., studies in 
both ra~ and dog) on-- We reco:nmend a promulgation of a regulation, 
only when FSA ' s requirements (FSA memo to PCB dated June 27, 1966) o.re met 
in eupport of this potltion. 

INIT: HDlumenthnL .,;,. 1\·,•\~1 

cc: TE. FSA, FAP No·: SBJ.747 
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