


4. Description of the Proposed Action 
The Food Additive Petition, in conjunction with which this Environmental Assessment (EA) was Prepared, requests affirmation of ~.:~ci Additive Status for a class of products which are mixum of glycerides and polyglYcides of fatty acids of vegetable origin, hereinafter collectively refeired to as "Gattf=g E_._pie= . These products are intended for use as excipients in vitamin tablets, pills and liquid formulations . 
Gattefcass6 Excipients are already in use as excipients in tablets, pills and liquid formulations *W pharmaceutical products . For example, Labraril 1344 CS has been used in or-al formulations in France since 1956. It is a constituent of SandimmmuneROra.d Solution [cycdosporine] (Sandoz a Pharmaceuticals) available in the Llpited States . Most of the products referred to in the Food Additive Petition have been subjects of Drug Master Files submitted ca the U.S. Food and Dmg Administration. 

Similar or related substances already approved for food use include the Multipurpose Food Additives (21 CFFt § 172, Subpart r), "erhoxyiated mono,- and diglycerides" (21 CFR § 172.834) and "polyglycerol esters of fatty acids" (21 CFR § 172.854), and the GRAS Food Substances, "mono- and diglycerides of edible fats or ails, or edible tat-forming acids" (21 CFR § 182, Subpart E [Emulsifying Agents] § 1$2.4505)~ 
An FDA-sponsored telephone survey' was conducted to assess the potential U.S. consamptkmf glyceryl behenate as an excipient in 'YYCaI11SYlf II11Y1eT33 supplements . The survey estimated. that 40% of U.S. consumers over 16 years of age ingest at least one supplement per day and that the median intake is one supplement per day. A total of 200 million consumers in the U.S . could be postulated although this is likely to be an overestimate of the population aver 16 years. 'I'~~ 

lr~a 
these estimates, calculations of the likely exposure of consumers to Ciattefossc Exczpients me. given in Item 6. 
It is likely that a proportion of the excipaents, particularly the glyceryl fatty acid esters (o°lYcerides) would be absorbed in the gut arid metabolized by the physiological mechanisms which act on natural fats and oils . 
Any of the constituents not absorbed arid metabolized by individuals consuming vitamin or mineral supplements containing Gattefosse Excipzents would be excreted arid require disposal via sewage systems . In the United States, this would most likely be by local PC)T1~Vs (Publicly Owned Treatment Works) . The amounts of these materials utilized in any one area would not he large enough to have a significant impact on the waste streams being treated. Calculations detaiiing environmental exposure to the glyceride%alyglycide mixtures as a result of the proposed use are given i~ri Items 6 and 7 of this EAo 



So Identification of Chemical Substances that are the Subject of the Proposed Action 
5.1 . Name of Food Additive Class 

a- Chemical Name 
Clycerides and PoIYglYcides of fatty acids of vegetable origin (see Table A-1 for listing of representative compounds). 
b. Trade Names 
The Gelucire group (various types)" 
The LabrafiD group (several types) 
Labrasol, Labrafac 
(See Table A-1) 

5.2 . Chemical Identity 

a. Structural Formulae 

R'-CO-O-CHa-C:H2-[O-CHZ-CHJP-O-CH2-CH2-C3-CO-R" (polyglycides) 

(R*-CO-0]a - C3-Hs - L?-OIi]s-,, (glyyerides) 

p=0to35 
n=ito3 
Wand R* = straight-chain fatty acids 
R" = either H or straight-chain fatty acids 
bo Molecular Formulae 
Not applicable since these products are mixtures 
c. Molecular Weights 
Range: 425 to 1160 
(See Table A-1) 

5.3 . Organoleptic Properties 

a. Appearance b. Odor c. Color 
These properties are lisr.cd in Table A- l . 
Color: Refer to Appendix A [Analytical Methods] 1} . (A.O.C.S . Official Method, Td la-64) . 
The Gelucires am waxy solids with a faint odor and creamy white in color (< 5 an the Gardner scale) . 
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6. Introduction of SuH6t,anceS into the Environment 



The environmental exposure has 1 een estimated in order to provide two types of information : 

itaminlMinera1 Supplements Containing Gatiefosv.e 
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