
Feud and Dru 

- 

ARY: The Fuud and Drng Adm~n~s~at~un (FDA) is annunn~~ng the avai abWy of two final 

guidance du~~rne ts entitled: ~6~eparatiun of Fuod Contact ~ut~fi~at~uns and Fuo 

Petitions for Fuo Contact ~nbstan~es: Chemistry 

Contact ~ut~~cat~uns for Fuo Contact Substances: ~uxi~u~ugy ~~cu~~ndat~uns.~’ 

ocuments are i rovide guidance fur ind~st~ regarding the eparation of food contact 

nuti~~at~uns (FC s) and petitions fur fuod contact su A is ~ruv~d~ng these 

of its implementatiun uf the FC ucess established by the Food 

ude~~zatiun Act of WY? 

DATES: Submit written or electrunic comments an these guidance duc~m~nts at any time. 

ADDRESSES: Su tit written requests fur single copies of the guidance documents to the Office 

of Fuod Additive S-275), Food and Drug Ad~n~s~atiun~ 5 

2~~4~3~3~. Send one self-addressed adhesive Xabe to assist tha-t office in 

rucessing your requests. Submit written co ents on these guidance ocumelnts to the Dockets 

A-309, Food and Drug Ad~nis~at~un, 563 Fishers Lane, rm. 1061, 

Submit electrunic cunsrnents to http:~/ww~.fd uv/du~kets/ecu~ents* Yuu 

e guidance du~~ments by electronic ma 

.FDA.COV, ur by telep ne to the Office of Food Additive Safety at 202- 

4 1~-3~~? (voile) rFA.X 202-418-3X31. AIX re nests should identify the guidance du~nrn~nts 
cf0165 



ectr~n~~ access to the 

TWER I~~~R~AT~U~ CONTACT: Mitchell Cheeseman, Center for Food Safety an 

S), Food and Drug A mi~strati~n, 5 100 Paint Branch kwy-, College 

D 207 

A ~end~d section 409 of the Federal Fuud, Drug, an usmetic Act (the act) 

(21 U.S.C. 34 e FClV process as fur a~thu~z~ng new ‘Ezses 

of food additives at are FCSs. An FCS is defined in section ~~9(h)(6) of e act as “any stf 

intended fur use as a ~um~unent of materials used in man~fact~~ng, ng, packaging, 

~ans~urting, or hu~d~ng fuud if such use is nut intended to have any technical effect in such 

KM new uses of FCSs that ~rev~uns~y would have been regu ated by issuance of 

in response to a food additive petition or would have been exempted from 

of a r~g~latiun under the t~eshu~ of regulation process wiff be the subject of 

CNS. A is an~~un~~ng the availability of two final guidance du~~rne~ts entitle 

of Fur>d ~unta~t ~uti~catiuns and Food A ditive ~~t~t~uns fur Fuu Contact ~~bstan~~s: Ghemis 

eco atiun”” (Docket No. ~~~~~7~) an ~~~ep~at~un of Fuod Contact ~uti~~at~uns fur 

sod ~untact stances: Toxicofugy ~ecu~endatiuns~’ (Due 

~~rnents are intended to provide guidance fur indus he prep~atiun of FCNs. 

ese final guidance duc~m~nts as part of its implementation of 

establis 

These two fin f guidance documents represent the agency’s current throng on the data and 

~nfu~atiun that shouXd be submitted in an FCN These guidance duc~rn~n~s do nut create ur canfer 



any rights for or on any person and do not operate to bind FDA or the ublic- An a~te~ative 

if such approach satisfies the requirements of the a 

reg~lati~ns~ These wu guidance documents are level X guida 

ractices ( s) regulation (21 CFR 10.1 

f. guidance under e agency’s GCPs, FDA annu~nced the availa 

of these two guidance documents entitled: ??reparation of Remarket ~~t~~cat~uns ~CH- Fuod ~untact 

~~bstances~ C emistry ~ec~~endatiuns~ and ‘~~ep~at~un of ~em~ket ~ut~~cat~uns fur Food 

e~dati~ns” in draft form 

in the Federal. Register: of ~uvember 12, X999 (64 FR 1648). The advent perit>d 

guidance ducuments closed on February f4,Z~~~. A received two clients 

ante duc~ments which it has addressed in the fin guidance documents being 

made available his notice. Thus, in accurdance with its CGPs, F A is naw reissuing these 

in final furm. ante documents have d~ffere~t titles than 

ents made available in the ~uvembe 

ersons may, at any time, submit w~tten co em reg ing the g~~dance 

ockets management Branch (see ADDRESSES sect~u~ fur address). Two co 

e tu be s~b~tted, except t individuals may submit one co ents 

are to be with the a~pr~p~ate ucket numbers ts in the heading of this 

t. The guidance duc~m~nts and received c ents may be ex e office above 




