
r";MEMORANDUM 

• 
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 

PUBLIC HEALTH SER VICE 

FOOD AND DRUG ADMINISTRATION 

TO : A. Rothschild 
Petitions Contr.ol Branch, BF-334 DATE: ~er 8, 1971 --

FROM , G. Higginhotha~ 

AD 1111111111111111 IIII 

Organic and Addi t i ves Chemistry Branch, BF-144 

SUBJECT: FAP 1B2571• - E.I. DuPont. Evaluation of 11/16/71 submission 

·• 
J 

In response to your 11/2/70, reject letter, the petitioner has 
submitted validation data and sample calcul ations to substantiate the 
reliaoility of the methods for determining fluoride ion. The 
requested cottonseed oil extraction data, summarized on pages 3 & 4, 
are adequate to cover the proposed regulation. 

·"" 
Applying our correction factor of n for un r, we estimate 
that migration of the pet-;lt_j.~ned additive>· to fatty _and 
aqueous foods would not exceed 0.07 ppm (0.42/6).and 0.09 ppm :(0.5 1/6) 
respectively. · 

We estimate the contribution to the total daily diet as: 

[(0.09)(0.9) + (0.07)(0.1)) x 0.05 = 0.004~ ppm or< 5 ppb. 

We have no further questions. 



DUPLICATE 
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G. IUghltee►am 
~paic au Ai!WUifte Qaaatj•t.rr ·kact., BV-144 

1~ 1W11 - &. 1. ~. .&YaluaUoo. ef 11/16/71 •~•1 ••Sora 

la ceepoaao c.u your U/2/10 nJec:~ letter, the ~rt~ bu 
wbarU:c.d Ta114atiosa d.ata aJMI M1Rple calculauoua t• H~Kaat~o u .. 
ntJ ielUh,1 of CH •&bod• for 4etorn1n1~ fluort.l• £.oe. l'be 
re.q...c.e4 cetClDal I lrl oil e&tl'l&CtiOD d.ata. 11,raer•iNd - pa~ 3 i 4, 
an a4tut .. ia ta co.er tmi pnpoatd r•au,lAtioa. 

Appl.J'U8 8G' GOrnu.ioa f•~ of , for ~ • ve eatfaat• 
dMIC m~et;tan ef u. petiti.ooc4 .uicJ.'n1-- to fut7 aa4 
~ foeu -.14 Mt aceed 0.07 pp& (0.42}6).aad 0.0, ppa ((,.S 1/4) 
NaP",U,-..17•- ~' .. 

k UUll&C.0 tM CGat~tioa t:.o tbc tot.al daily_ cliat. U .t 
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