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What Is GRAS?

GRAS — Generally Recognized: As Safe

1958 Food Additves Amendment to
Eederal Feod, Drug and Cosmetic Act
s Defined “food additive”

» Reguired premarket appreval eff oed
additives

s EStablishied standards; el satety anal review.

s Created exemption to foed additive
definition
GRAS status for a specific use of substance
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GRAS Exemption

ARy stistance: Intentienally’ added te
an animal feed must e Used in
accordamnce with a feod additive
fegulation: for that tse: Unless

the substance s GRAS ameng
experts gualified by, scientific
training and eXperence to evaluate
itS safety under the conditions of Its
Intended’ use
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GRAS Exemption (cont.)

What doeges; this meani il practical terrms?

n Generallrecegnition eiff safety IS ol a suldstance: for
an Intended use

e peints

s SUbstances; are net GRAS, It IS) a partcular use of a
supstance that I1si GRAS

s Feed use off substances varies with the: animai
SPECIES), thus

Eeed GRAS determinatiens must adaress
Intended use in the intended! animal Species
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GRAS Status

Fhere are twe parts te estanlish that a
Use of a sulstance IS GRAS

s Safety - Defined in 21 CER 570.3(1)

s General recognition - Addressed in 21 CER
570.30

Eair evaluation of the: data...
s Need te address allfdata andl nfiermation

Cannoet ignoere the “Inconvenient: or
contradictory
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GRAS Status (cont.)

Safiety — same as food additive

Reaspnanle certainty off ne; harm
m 21 CER 570.3(1) lists factors te be
considerea
Consumption
Cumulative effect\exposure
Apprepriate: safety fiactors

s For foed aninyal Species, need o
consider poessinility: ofi tissue residues
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GRAS Status (cont.)

GenerallRecegnition

a [Aformation nNeeded fer GRAS
determinaton
Mustloe generally available
MUSE loer generally accepied By gualified
experts
a [nformation needed toe estanlisih GRAS
status of an Intended! use of substance
cannot be confidential
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Information

Generally availabler data andiinformatien
x Ustially means published studies
s Caninclude infermation In: text hoeks

Availapiliny: allewsr review: oy any: experts
gualified oy’ sCientific experience anad
iraiRing 1o evallate: the: salfety of
Substances; added te ieed

Consensus among experts abouit these
data and infermation: establishes GRAS
status of Intended use off substance
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Basis for GRAS, Determinations

EXperts may. lbase safety concliusiens
0)fi)s
1D ExXperience hased: 0/ common use In

animeall foed hefore 1958

Data and infermation must ke generally,
available

Need tor Shew: common USe
OR
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Basis for GRAS (cont.)

2). Sclentific precedures
Most fireguently tused

Requiies same: guantity’ anarguality. of
scientific evidence asi reguired te ebtain
apprevalloffa fieed additive regulation

Scientific evidence: must be generally: availalle

GRAS status IS noererdifficult 1o estanlish
ihan a fieed additive regulation due to
requirement fier general recognition
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Safety Evaluations

Addressing animalrsaltety’ I1s'complex

= DIifficult 10, dO’ CIOSS-SPECIES COMPAariSens of
IOXICILY data

s Recent NRC repert found imsufificient data to
SUPPOIL extrapPolation: achess SPECIES

Animalfsatety’ studies; il the individual
target Species; are ofiten necessany/

HUman foed! safety may: alse need tor e
addressed, dependent on Intended use
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GRAS Notification

Propesed rule puklished 1nF 1997

= Clianging fremi petition to' notification
PrOCESS

Publication date of final rule 1s; unclear

CVMImplementing pllot pregram
s Resourees are still an issue
a Will'lbe annoeuneced in the Eederal Register

s Anticipated start date
Early 2010
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GRAS Notification (cont.)

Pilot progiam hased onr 1997 prepesal

Voluntary

5 FIrms caniconduct a GRAS determination Without
notifying EDA

Notice' Informs EDA: of notifier's determination

that a use ofi a substance Is GRAS
a Notifier's determination andl respensipility.

5 SUmmany, decUmERT, Not raw: data/complete
[EPOILS

EDA respends; by letter

x Netifier can Withdiraw: notice at any time,, stops
EDA review
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Types of EDA Response

NG gUEstIenSs

n Based onl the information provided by [netiiier]; ...
the agency: Mas ne; guestions; at this time regarding
[notifier’s conclusion that [substance]l IstGRAS
Under the intended conditiens; ofi Use. Tihe agency.
1as net, NeWEVer, made Itsiewn determination
regarding ... GRAS status

NG 9asIs

a EDA hasi evaluated the mfermation 1n [the GRAS
Noticel:..as well'as other available data and
Infermatien. Your notice dees net previde a
SUTICIENT 19asIs fier a determinaten that
[sulbstance] I1s GRAS under the conditions of Its
Intended use.
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GRAS Notification (cont.)

Inventery off GRAS notices and EDA respenses
on the Internet

Notices availlable under Ereedom of
Infiermation Act (EOIA)

x Viay alser e pested on Interet

= General recognitiontmeansi information| that
establishes sailety cannot be confidential

CVM's process willthe: similar tor CESANFS on-
goinopliot progiam
a [nfermatien: akheut CESAN pIlet program at

attp://AWW. ida:gev/Eeed/FoedlingredientsPackagingy
GenerallyRecognizedassaieGRAS/default. htm.
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