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WAFCO Association of American Feed Control Officials, [ne.
CFR Code of Federal Regulations
COSM Centralized Onling Submission Module
VM Center for Veterinary Medicing
FCN Food Contact Notification
FCE Food Contact Substance
F LA Food and Drug Administration
FD&C Act Federal Food., Drug, and Cosmetic Act
FOIA Freedom of Information Act
FR Federal Register
GAO LS. Government Accountability Office
GRAS Generally Recognized as Safe
GRMN Mo, GHRAS notice file number
HFP Human Foods Program
HH= 1.5, Depantment of Health and Human Services
1[0.5| Institute of Medicine (now National Academies of Science, Engineering,
and Medicine)
mep'd Milligrams per person per day
NCI Mational Cancer Institute
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PRA Paperwork Reduction Act
PRIA Preliminary Reculatory Impact Analysis
Secretary Secretary of HHS
TOR Threshold of Regulation
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EED GRAS i 7 v 77 ao—B & LT, 42 GRAS i 2RI L 7%, fRI
7 — 2 fEH. U FDA 28 AF-RlRE7 Z D012, B & Wiz HREET o4 E
23 GRAS TH % &\ ) flai %k E L 720 O +o3 i iREL L 725 T 5202 &9 2% KIS 5 5
179, —f%#ic, FDA 12 GRAS Jaicxf L T F @ 3o@u>3“m;>@ﬁz£f~ﬂrm“a :
(1> JRHICE&EEN 2 GRAS TH 2 L ) HEmORILICEEZZEA A VE R R T B EAL L

;0 (2) LRSS GRAS TH 3 &\ ) flEw a2 E < f:&b@Jrﬁa\tﬂ‘ET&&%i‘mf,\qusﬁw
Lttt B2 RS (@Y T — 2 CEHRAEEN TR, HWEEELRT —£°
ERB DI TuARVZD) 8Bt (3) GRAS JEHOFEMi Z Ik L TIEL v e v ) faH
FOLDOEFEERADPEKRLIZEEZRKHT L2 LI 0iTbhd, W& LUEYE %I
ML IC Tl X & 2R1IC, H SO GRAS B3 2fGimic 2T FDA 205 DRI %872 7%
i o v w ) Bk av, F 41k, GRAS ROz e 3 2 4 o [RZIcE 3
2IEME Y = 794 P ciRRET 5 (ZECR 3 T 4),

BHED GRAS i 7’0 777 213, FD&C EDEMICE W TH ISP O EEER LD TH > 72
3. K30 FICHZFE 70 2T LR, &0 biF 2016 FICHREHAEE X TR
HEHREBAE U T, WSO ORENFEXLD I 572,

GRAS @i 7'm 7' 7 LITESINECTH 3 720, BSFNYE CBE$ 2 15825 FDA R U —
RIS o TR E T L R 2 RPN TW 2, ZOREIX. 2010 40 KEL R
bt (GAO) OMEZFTHLHEICH DY ETFbhTwd GEllicoWTiRAED L7 v =
v ILB.1.c Z8) (BEFCHR5). BIICED X 5 APEIRME N T W B 220 TRE%R

BHREFEON W L, KT, BEICEB T 2WEOH 7z HiRIc oW ER L BIHIcE S
T2 LR, FD&C RIS AREA R VL2 LOEFZFITT 281 % HEL <
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%72 GEIcoWTIIAXED 227 v 5 v LB 25), [, L83 3 4%
FHOEEDLL, LSl O EMEIBHFE I 31 3 # 2 [ 7 WS e &L EE O EN
OREMEFRITOZIC X Y, BRI LV S L T2, 2011 4£ 1 ARRS T, &5
it 1 FHEEU EoRMIAER I w3 EHfEE SNz, zoficiz, R¥ESHAI
GRAS Th 2 L oftdmz FL7- (Hlb. GRAS A #4235 2 £ 7 < GRAS TH % L4
A7) e FARRE A 1,000 EE TN Tz (BEICR6 KUTT),

£E D GRAS JEHHIE B L T4 24H0E L =M S 2. MEBRARBMmA /=Y a v K
CHEE D= —XOBbictE ) A B ET 2 &, 4l 1958 £ D REE D HIE & 415 LA
Al L IEFE I X AU RTICE N T B, B, REESTIHELHOYE D, FDA O+
DEEMABTCEE, BRI N0 BcBEL TN LTwik, SHIC
B ThH, FD&C I 201 5(s)THD GRAS HUE ICHE D & | RAIOEOYE A TG ICEA X
NTwb, AHAIZEIL, GRAS RO 2 FHT1T 5 2 & T, &9 LABTEDRIIT L
LEHL320DTH2, GRAS DA BT b ninid, BRI N HHSMETC
GRAS Td 2 L FiRE W2 KEoRMEETOWE BT 2 M AAEE v, EHMES M E
T LiCmb, TNITX Y FDA, MoBHIE )&, HEH. ER. LOHEEHEN R,
bt FHACEHYHESCHEHIN T I2YEICET 2 X0 L oEReHons X5 ick
%, GRAS & ERE N2 WE OB 2 A & uavid, FDA i3, Z o E off
23 FD&C & Lo [&&ENYI) & L COFHOERICEE T 2085 200 W TILEE
ICHRGES 3 72 1C FDA OFE L KBS LE P E ) k. XV SBRAICHBIcE 3 X )ik
5 EHREE L5, BHIC, GRAS Rt o2 FHT 1T 5 Z & 1Z. GRAS TH % & \» ) fifiFos
BRI D & | @Y CEL - HiFfE T3 2 &% FDA PHERT 2810 & 7 %,
F 72, BRI NHHSM T oW 2 GRAS ©H % & w9 5 IcB LR34 U 7284
EREWNFEERITOMEE LV RGBT 2 2L bAlAEIck 2, GRAS EH o %%
BfhiF 5 2 &, FDA 13 FD&C &% X D AR 2 DR NIGHEM - BT T2 2 X 5 i1ck 5
7259,

A, FEFRBCOHIH D A

1. 1958 £E R iYL i

1950 4, B~ OHHLAME QMM ICE T 2 @R EoBErEE o722 L 2% T, KE

Theix, 2T s ENO BRI THRISUIEH I AT 2 WEZHET 2720, =

2—IF = WEHDOY = — L X T7=-Thi#BZ2EXAERLTIERER (T 7=—FKER)
ERBE LT, T7=—RERIFT1952F 6 A, ARz Lo MEFTL2RL L (BF

SCHR 8), FHEEFIE, &b, BRI NIWED [RIICE-> TRIFLE2HE

BRI O VT, WY ot nERs TN R I HHI N TY S LER L 72 ([F#H
HE 2T ~—), HICEHEE T, BRI TRARMICERE I 2 250 wREMICBEAL T, X
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DRI IRE R T BN DH B ] LT T 7, 2 U<, [BUTERTCiE, famssfi
ICPE L, ERICEBEEESE LR TR INIETBIFIIMOIRELZEC 5 2 LA TE R
7. 2D L) mREIIRE I AT LHERL 7 (RAHEEH 27T <~—Y), 25 L%
b, 7T7=—RARIEZ, FD&CIEZKEL, TR, IFREMICH LT T 231{L
YWYV icon T, TEGRAROLEEREZREMN T 2 X 5#E L (REEE 27 ~—

)

1958 4F, A3, BhET 2 ThifisHE (B 9) TLERINTWET 7=—RESOW
HELR R E 2, BMICHMI NS, B0 R EMICBRE L <M & 3 WE icxt 2 BUiE
DERART %58 3 5 720, FD&C BT L [REFIMIIERE | Z261E L7z, TR 1<
X, b Pz ofthoB oy LCHEREINE 0L, 25 LABMOMS L L
TR N3 bOREENS (FD&C &S 201 (DEEZZI), it > T, 1958 FEDWIERE
X, e FARSEEPHARROBFICE T RN ERNRE LT, BfICHERI Y
Hicw 3 2GR ARMOER 2k 7-7 7 =—READIRE 2 X F. 1958 FUIELOHIE
CH T VES T2 HNIE, [REWSHL S N5 YIRS LT wiiny o
B ~OfFiH 225132 X 5 [FD&CIE]| 2 IE L . AREELZIREST 2 2 L | TH o 72 (Pub.
L. 85-929, 72 Stat. 1784),

HARIIC I3, 1958 FEOIEE X, FEE OPE % B ICHRINT 2 #iiC, FDA 23 M IRAET & A K&
VAT A %W CEOHHARREAT 5 2 L 2 EBEA T T35 (FD&C #5409 £5(b)
~(@)IH), TD 1958 FDOHIEEIF, LV DITUTOZLEEDTNS ¢

- THIRETE A R KR O R L 70 5 [RERINY ] o (BFEIX FD&C 55 201 5:(s)1H
ICHLE)

BRI BT A Rl A THIRETEE R S u e R DR, cnick b BEOH®RICEIT S
BN O RAVE % ML T 2 B IMPIRRN 2 HE & 15 % (FD&C 55 409 5:(a)~(e)
1H) ;

BRI ORIE ZIRET 3 -0 0 BMEINYIHEZ, Zcb gt 3 Xy icd
3zt (FD&C 5 409 £&(b)IH)

CRERMEEAEE CUT TEED L, WoTh HLDOREIC XY B EINEA D
FIEZIRET 2R 535 2 & (FD&C 55 409 £&(d)IH) 5 f X

- [FD&C i#55 409 OB EICB W TEHE TR VWL INAZEHANY ] 2&63 5 (LitY
SR Z b D THD) BMELLLEZEME RS GRAEI FD&C iE5H 402 %
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(2)(2)(C) (D))

WL O OFIs & R E . FD&C S 409 S2(a)IH T, B o R 23 FERESS 409 S
BN ATERE R KR 7 0 & R EED & HIE & Nz BEEFIMPBANGHESE L R wR Y . 4%
SR AN 1 RS 402 55(a) (2) (C) (DIHDO A HEYIRE AT B3 2 BUE oA B[ L4 Tk
BbOLERIND EEDT VDS, ZD%, et & FHBMICEET 2 &fEMYE o
HilfE (FD&C #5409 (W HZ ) . BWAFEHCMEH X 12 &S EIIckf 0%
f (FD&C %5 409 5 (WIEEZBIE) 3% T3 2 Lick v, Z OhRETZE ] OBl a2 357
L7,

2. GRASYE ICB3 27 7 v —F

1958 FOUOEEMIER;, HHEREIZ. BMICHMI N S OWHEICOWT, ZDoL4eME
ZTERT 2720 D IEA i IATE A CHEKRE O FH X 2422 BB TRV L 72, 20
HiZ, Bfte LTCORWHEHAERICK o TREWRHEZLINTW S0, Hnid, ZoYED
PE, BTN CUIE SN D) RSN KORMEE 2% OB IC 2w T—fRAVICF
ATRERIEHICIAS L TR EDNROOND 20 TH B, 2 THESIT. [BEFNY] OF
T 2B T L e Lz (FD&C LS 201 () %5, 2 1 BT, 20X
MENfEHOMEREE LT (B i3z ofRe LTELS LA FREEINIET)., H
PR AR IC B ORERR Y & 72 5. XIT RS OFRHEICHEEZ XITT H 5 W 3 YE
JAHICE NS, T, BEICERERRNE L 2WE IS EMRD & B Icam X
nayg Wb gl CERIA2WE) omiirngEhns, ito T, L s
ZIECOBERE N (F: 2 v X7 b, EEAAR, SREEME L L) 2685
HICBITT 2, B0 RBITT 2 L ABNICPEINIWEIZ. 2O GRAS & R X
NaEE°. ZOMmOHH CTRMANINYOER L SRS N2GEEZRE ., BN E L
THEIE N Z LItk 2, BMEMPE ICBE T 2 5EMERIE. ’A Dy = 794 F TAFA
HECTH 2 (BEH10 #BW), 5652 BRsciz, [BAFNY] DEED OHEOWE 255
HEnz, Ziid, BEER IR L RRERICH D & B2 il 2 B2 H 9 2 HEK OM
T, BEMEINZHHEH TS TRETH L2 L2, BIENTIE CLUX 1958461 H 1 H
AR 2 b BEICEH E T 2WE o 8E . FHEANFIEE L 3B BT 5 —iki 7 fl
FicEO RO WD) 2B L CHEYIICRINATWE L —fRICED LN TV EAYE T
H %, FD&C #EH 201 5(s) D FCld, GRAS DR E 223 DIIMEZ DL DTIFARL, *
OB [BRENERZEN] ©h 2, Fkic, BRAINYITHd o Td, Z DS
BEFIMPHHICES L2 wisaid, KeThne A dnd (FD&C &H 409(a) 5% %
)

o

1958 FFDOWIEIC X b, BRIV ZIRE - KET 572002 00Rn % 7 aw AN

14



FoNFE L7z, F—IC. FD&C KL 409 (b)) ic ko & | A D REICH L CHIGES % 2
T 52T, BEIIPBHEIORIEZRETE 2, [FESH 409 5(0)IHEI &, AMFINY
BT 2RI L. RE (ROHEROZEME 22T 72 FDA) 1, @fick>T, (1) HFE
EHITT 5. XUk (2) ML 2 LRI TE 2 5&IFEET 5 L MmIRIHH
REETSH. OWTFNPOEBEREL 2, FHuc, FIFEF 409 &(d)IickEkox | #HAIEE
(R UHEIRDFEAT 221 7= FDA) 1A L, FEE 0 Bl & % 4 M © & 2 4tk 24
BT B LRRIEEIOBIE 2 R OME QN (IHD 12 X 0 »oThIRET 5 R %
RETICAT G L7z, 30 Hitttk, RE (ROHEROZMLEZ 72 FDA) 13, Mages okt
DEF, BREANNPHEIZEKEST 2m0xT 22 enT& 5 (FRES 409 5:(d).

T DX Hic, FD&CIES 409 5:(d) 13, A4 23 H o HlrcREMNYHH 2L T 5 2 &
ZROT VDL, KNFEDX 7 v a v IV Tifdhd s X 9ic, FDAICK L, ftE oHBTwvw-o
TH BRI 2 IRE T 2R Z 1542 2 & T, #2132 FDA ICEE A %E %2 Br- 4
TEERERL TV, Zo&E L ix, MEERICEAI N2 ZME BHCERISRmE
TW3b0eEY) PEMBMYIOERICEEY T 208 9 H, E7BEICHEEINS 7201
BRI 2 P L 20 8 el 52 L Th B,

3. FD&C 5 201 5:(s) © GRAS #E 1Ic i3 % FDA o Bl 7 7' v —F

4 1%, FD&C 5 201 42(s) D GRAS BUE ICxfd 2 7 7' v —F %, EHNORSMIIRILD
ZAVACTHEIG X 2, Ok OBHIFE T CORME DR Z M U CRIE X 2172 38 I L 3
Z7=0ic, EMIICREIZRIEL TE 72, 2o DWIEIZ, FD&C S 201 45(s) ® GRAS
HMEICESE, Fo L) RPERRMICHMENT VS22, B dRMICEE#EL A
TWVi2hk, HADPLVECHMTZZ2LHICTE2L2EBXLEZbD0THSE, TLHDH
filo HilZ. FDA RU—fRARICH L, YWEICET 2 ZettEReiditdsc L, i
CICBMPTOREAMFEHZHET 2 -0 B AEE #E ORI T2 LILdH
> 7z, FD&C 74 1958 4R ICEIE & L7z [E %, FDA 1 1958 ELART 2 & BT & v T
7=%  OYE OHH E oL 2 BHFEL L 72, 2 U CREIICIZ, FiE O IR IC 35\ ol IE A
EHE (GMP) IKiE-> CTHEAINIGAICGRAS L RAINI2BRYED Y X b 2K DA
ko, MEIZSRIEL 72z, BERIC TGRAS U R b | IR TEZCDY A MiE, & M
BIC oW TiEov— F 182 (21 CFR Part 182) 2, EHEFICo W Tl s— b 582 (21
CFR Part 582) ICEt#{ X LT3,

GRAS V) % + #{EK 9 2%, FDA 13, BRI zH&ICHE T GRAS & h 3 &ToPE
FHEOFICHZET Z 2 L 3HEN TRV ERBRL v (§121.101() [ §
182.1(a) (21 CFR 182.1(a)) % U* §582.1(a) (21 CFR582.1(a)) ~HSZLEH]), % D5,

BRERICL > TEMINZMHHEN T T GRAS L a3 N 3% OWED. GRAS J X
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MldEENLD ok, BRI NEMSEET T GRAS &I WHEIE. Z OFFE D@
ICHEWTEMMNY L LT FDAIC X 2 iRATEE M OEZONR 16 R WIC bR
3 (FD&C {5 201 45 (s) U 409 e 2 S . & 2 E O Hli@ 23 GRAS D ZfF % il 72 3
EHRENICHIBT L 2R LI LIEZ DHW AR Y 5 &) It DT FDADER R 72,
% DN THERE] 25k, FDA 32 NG U T, 28 il icBi+ % GRAS
LLTOHITIC O WTIEAR AR EZ R L Tz, 29 LdEAR A BLE I3 o s
BRTBCTED 7225, 2L OEA, IKFEHEICOARRMEEINZ LD TH Y, FITURTH > T
3 FDA % EMICHR T 2 D O Tld e d > 7z,

FDA [ZFffHofFit & & i GRAS U R P #BHHT L CT & 72, fHlzx X, 1969 4 10 A 21 HAF
DEIFEER (34 FR 17063) 1cBWT, FDA |2 GRAS YR+ »bkikrs 7 9 A — M
(FD&C 35 201(s)%cD GRAS HUEICHED & BRI S LT 72 R EEHIRE 0 —
B ZHIBRL7Z, 2hid, ZNooWEDR T v bick T 3 BEESO K ICEIS L Tw3 L
AN THDL (BEXH 1), 20%, ¥ 7 7 A= MCHET IR ERICK > TES
BELC E%EZT, BRFO =27 v v KX FDA i3 L, GRAS V) X bicfg#is T
22 TCOYEOREE 2GS 2 X 2R L (B3ER12), v T FDA i3, 27 b
OYIEICBET 3 AN AT FEML B2 E2FK L (1970 4£ 12 H 8 H. 35 FR
18623), ZoOFAEDOHMIZ., GRAS V X + FoWEicowT, FFHARE AL 2GR % 5F
flid sz Thor, HHKMAETTREL WIS NIZWEICO T, #Hifz/k (AH [HER
EN7z]) GRAS U & b, BRI S0 BT O TE T % £50 i 0 WE & S
PGl WFnhic, EWELZRD THET L 2L L Lz, ZoUfEMFHEICEE L <,
FDA 1% 1970 4F 4 A 9 HEARTICFEAT I N7z IEA N7 GRAS EREFZ IR & L7z, Z OB
D—EBlE. % DL X —2FDA ORI > Tk o/l bilH b, D0, L X —
ICRUH S N2 E O LR HEICB T 2 M e <. 206 OYE L& O Rt % B
AT LB TEARro-DTHS (197044 H 9 H, 35 FR 5810) (§ 170.6 (21 CFR
170.6) X U* § 570.6 (21 CFR570.6) #ZW),

BHID GRAS V A MICEFNIVEOUENREL 25%K T 2JEHICEH T, FDA X, &
ZYVE O % #7272 GRAS ) A MTED B XNE ., BEAIIYIEEIONR L & D,

B LEIEHE O T8 T % 6 O [ O B E RS IMPIEGNCERE T~ & 0 2 HWT 3 5 720 o 5k
AR L7 (35 FR 18623), 4z b oL HAIC §121.3 (21 CFR 121.3) (36
FR12093.19714 6 A 25 H) & L THlAANTZ (Z Dk, e FHBMICOWTIE § 170.30
(21 CFR 170.30) i, B Ao Wi §570.30 (21 CFR570.30) Ic &S REH I 1
72, 41 FR 38618, 1976 4£ 9 A 10 H. KU 42 FR 14302, 1977 43 H 15 HZ&W), *
D, Fx IIFFED GRASYE ICBAT 2% FEML T»w5b 2 & &KL (36 FR 20546,
1971 4810 H 23 H). fic\> THAIHIE Fht & 25 L7, C OFf & ik, Yo Rc
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Ho, o §121.3 T INHEERE- T LRED L NPHEICONT, RADPHREN

IC% D GRAS 27 — X A%MERT 2720\ 72dbDTHo7- (BHIZE : 37 FR 6207, 1972
3 H 25 H ; B3R - 37FR 25705, 19724 12 2 H), &4 IFchooFhix %, v
FHESICOWTIE § 170.35(a) XU (b) (21 CFR 170.35(a) & O* (b)) (42 FR 14302)
. B MSIC oW T § 570.35(a) & (b) (21 CFR 570.35(a) & O* (b)) (41 FR
38618) ICFHEHRLE L7z, GRAS ICBF 2 YIFoREHER I, 2T GRASYHE Bl 21X
ESHEIC GRAS TH 2 LHBI L CHGEL TWA2WERY) 2HET2bDTIE AL -
7o XD, 1972 FORAGIEIC BT, BEBGHEEONGRI L ho T YE D
GRAS #Z4Eic o, fHAZ FDA iIcxf L CHEEZ HiE T X 2 EHlA (GRAS HEEHGEE 7
o R) AT O, BRI NWAFERLEET T2 oW E 2 GRAS Th % & FDA 23l L

=56, YEWEOfER % GRAS & LCHHNCHHGE T 52 Z L o3affgL o7, BIFE. 29
L7- GRAS Z 4 M0 RERNA L. b P HBSICOWTIIHAID < — F 184 K10 186(21 CFR
Part 184 [ 18 186) i<, EHEIEHC D Tld-$— b 584 (21 CFR Part 584) icZzh % n
HEINTWD

GRAS s 7 m 2 0—Bt & L CHEH S 117255 13 GRAS & L C oML ICBE 3 2 %
FDA, EANDOBHER, RO AL Mo 2 5%E 2R L vz, L2L, Zof
AT KRR Y — 2% HT 5D THE LHBALE (FlziX, FDA 12, B
HHZIE T % GRAS & L CHERT 2 2 L #RET 2 HAIZRITL. RI&HAlIcE W
T#® GRAS & L CoOMIfT 2 RT3 &\ 5 FlHEEZ ATV, 2070, 1997 4 4 H
17 Hft o #EFEEH (62 FR18938) icH T, FDA IZMLTFD Z & %L L 7= : (1) GRAS %4
HOWNRERB7-0DIMELIAMEICT 5 2 & K (2) FED GRASHEZHFE 7 vt 2%,
13D GRAS TR R 2 IcE 212 3 2 £ ,2016 4 8 H 17 H A 0@ E 4R (81 FR 54960)
(2016 4 GRAS FALHH]) i \W»T, FDA X, & P HBMIC DWW Tl Part 170 @ Subpart
E (21 CFR Part 170), Bi¥HAMICD W Tl Part 570 @ Subpart E (21 CFR Part 570) I,
fEE D GRAS JaHIcB 3 2 Al Z RAKRE L7z, 2h ool BRI N HEHEET
TUHWE S GRAS TH 2 L\ dEamicHo%, 71 d 23 FDA I, = OWE A FD&C i
5409 LOIRATHEE X CKRBEFONGIch 2 L ) AffZfRHicE 2 L EDTVD
(§170.205 (21 CFR 170.205) &U* § 570.205 (21 CFR 570.205) %# %), FDA .
GRAS it ic&EEN D 7 — & 15, &U‘nal_ﬁ)%@‘f“n WxET T2 LS %G
3B %FML 7= (81 FR 54960 @ 55035 ~—< ; §170.265(b) (21 CFR 170.265(b)) K& *
§570.265(b) (21 CFR 570.265(b)) ¥ ZI8),

B. GRAS Je i & #5501 1 5 =1
fEE D GRASJEI 7 0 77 L d, BEaIc B T 2 WE OEHICEIS 2 7 — &2 L #z FDA Ic
feflt9 2 2 &, FD&C EDRRM 7S 2% L C & 72, GRAS mitid, HigicS A+
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2HLOEMIEICOWT FDA cfflz b 726 LTk b, zodicix, mEHARTNIEE
FDA BHECE e o 2 THAIPHED EEN TS, fE-> T, GRAS EHIZ, KEOK
r AR IC B9 2 FDA 0 BEfR % o, NREEZRET 26 2t T 2 EW AR L T
o BARRICIE, BIEMNICLETRWYIE ., BIEICIRGES 5 72012 FDA O#F & L KE %
MEE T LHRMIOFERERET 2 DI H, ZIC K > T FDA 25EY) A& A5 L 2
B[RRI TR o 72,

1997 FFORMAIR L L DIKHESI N E 4 vy F7ur 7 0—-8Re LT, BRHEIX
GRAS 27— 2 2 1cB9 2 H b Dz % FDA ICJaH LiE®d 7= (62 FR 18938, 18954 ~=—
). FDA DIHEWL S - JofHxKEL vy 2 — (BHERZ e VAR v 2524 (HFP)) &
MR 13, COEESAfay 7 rs 740 , 1998 FEICHRYID GRAS i 21 L7z,
2025 4£ 3 H 25 HIKsi <, HFP (¥ 1,200 fFLL Eo GRAS EHZ#RE L T2 (35 3k
3), FDA 0#REHK Y v 2 — (CVM) X, XV ENTEEf vy b7 u 7 L% L
(2010 4£ 6 H 4 H. 75 FR 31800), 2010 4E 12 Hic&H]D GRAS g ##2H L 72, 2025
3 H 28 HE T, CVM IZ 75 D GRAS JaHi #$=HIL T 3 (&t 4),

BiiCE T 2 E oFERICEE T 2 iRl 2 AEE D GRAS [ 7' v 777 4003, FD&C
FOEHEZMOmTHREL T2, XX, 207 v s 74k, v FHKCEYHERD
KETSHICOWTHFEEZED 272010, ERLEDLYAIF- S ZRAIEL 72, TED
GRAS i 7w 77 0 ¢, FDA ZfRRIHATOSGCEE T 2 k2@ U<, HEMICE
FENFEZIToTwd, £72, FDAIZER L1 LT GRAS i ORIBNAE 2% L. i
HOBEZMHEICED 272008 AT — 22X DMMOFEHREZHEREL 5, 25 LEZRAT
— 7 RN E— L ONGEOESIE, b P PEYORGKSICBET I ELRFERE DAL LT
SN, $7-, WIFEICHGEXI NS 7201 FDA OHER - KA LEL T 3 &R Rinyics
W, RSB INIWEBIEH I N T 3 aBEE2 e L, B AESEZ#ELC S & w»
ST b DFRMO HEEZ . X W IIRITERT 5 2 L 2 AREICT 5,

FAcD GRAS R 7w 7' 23RS A H 2 b oD, FITOMLED GRASJEH T 7'v —F
WCIFFREL D 2 C LB L 72, LT OKEICERb T2 2 b oFfEIZ, H 2WE O,
FD&C #5409 Seic o < iR #E & M KGR RO N R 72 2 [BEFNYIE L Coff
L ICEST 20502 T2 L 0w, s DENEFLZR-T ELTofEEL LoTW2,
o T, HAIFINOLDOHMNE X W EYNCERT 5720, GRAS 2 &L +27 7o —
FEiRET 5,

1. AEREM GRAS JEH 7' 1 777 20 FEfidEfs CHI L 72 T
GRAS Jiithi D528 & Gl 2 30 0 < 17V, 1,200 fFLL o fmHi 2 L8 L € % 724553, FDA
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WFIHITOLER 7 GRAS JEH 7 7ua —Fic W o2 OR8ERH 2 2 L 2 FE L7, (TEN
77 —F I L CEEINERESE O —EiconwTi, LTFo&Eicifidt 3,

a. [fR 11 GRAS 27— & RICBd9 2 H Dz BAH T 2 03 A+oTch s L, K
RO RN & L COMERICO BB 28BN H 5, GRAS g 7'v 77 L IHTEEH] T
BB, WaAPNIC [RARORFFMYIE UCOMH ] 1ICi%8d 5 LR L =925,
Z Db BT T it T 3 RIS EIICHER I LT w5, 2D X5 mYE off
725, GRAS 27— 2 ZICBTF 2 ¥z M H OfimIc ot wd o &) . /42, b L
ZHITHhEEbIE, BEPZOMMEZEMITE7-0ICED X ST — X2 LEWMICHKINL <
WD DBNRMERGED D 5,

AT ET DERPRT T EOHMEY 0N 2 MEH I, 20 X5 aFplo—>Th 5,
Falx, “eEThoAT e THFOKRE~DOWAZIHIET 2720, 1991 FFICA T ETED
Wi, ROATEeTECRATETHEMZEDRMENSR E LAWMALE 2 YO TF
HL7z, ZDH%, NREZBZ0EZEML72Y. GRAS HHO®FE % #T FDA 2 Ri#E# 15
Z It o T RESU Y O RPR L2 KX 2720 T3 72010, COMALEZHHFTL T
Tzo 2025 FEICHD I NTRHOEHICENTH, AT ETIE, X7 T7EOMMEY. X
L OYEEZETREMICOWT, VHENREZ bR WIEZ 3 2 I E 0 ik &
NTW»3 (BEK13), YZMALEE X, 27 €7 0L Z oMY % @5 o &l
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2o T AHAREED B 5, GRAS ORIBEBILI LTz, FDA X, DX 5%k
PE OB REREBINEY UL IGEST2ERE Ao T e ICECEX 2017 T
37K, 720 25 LRI T 2 8BS oW TR L g 5 720 ic B9
RIEWATRME I NS & BRSO v,
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KEOERBHAAH OZ BT 3 5 —onfilfE & LT, Hakxns 1 @Yo
WML CTwa b, Z LT TRMUESREICE X 2B onT, B A—H—¢
HEHEDONTOEBRPEE>THBE I LHAETONE (BELH32)., 2 OfEHE, ok
S EEMEL FRCOMR—2D T 72 F v 7% BREAMI X VKW & E 2 b5 B
MEHCE Xz 2HHHA R TTON B X5 ick o7z (F), 25 LREBEEME D% L 133
AF =2 (AbhP s & oFERK) TH Y, AillkO 77 2F v 7 X 0 b EmEME
LRBEINDGELD B (ZE33). LI X o Tk, 2o oREMEL BT 24
N, BREINAFEHSLETTENL % GRAS &Hb L, 85 %2 1% AT 3 Hiic FDA
DEBETO T LRI ERBERT 23DV ES, AEoMmoffiFrcdibr7z Xk
S, BED GRAS a7’ v 77 L REETH 2720, ©¥iZ, BRI NAERAEE T
GRAS & figmft I 7=EIcow<C, FDA Wit %iT) e ek ATE 5, KER
mmESE SRR (FDAMA) 12, FD&C 5 409 &% IEL . WAL 2
[EEEEEMYVE ] IcD T, BaIMIYI&ZRHRE b 2HIE L LT TRy EEn 7
0277 L] %L 72, GRAS TH 5 BMEMYE ICOw Tk, FCN R RSIFINYIAE

FIko LN o T AZEIRFEED GRASHIE ZFIFH L <. 5 5 &5 e 58 GRAS
TH 5 L ffEmftiF, BB E fE S B RINIYIEAZERE A ETH B LT L T b,
ZOHRIT, AP WARD, WED DY E GRAS AIIEIC O W THERSL MR 2155
ERPIT T D ABHIZE T, EREMYE IO T, 30t GRAS Eit oAb b ic FCN
RS2 C L AEINCE 3L H - koL LTWw3, &b, GRAS Eilé 138 %A
h, FCN kU% oEX & - Higid, A&7 FCN ICH TRl & L7z FiE D HLESEH X
I EECBEINE DD TH B I LICEEINZ L,

BafHgicB T D X ZWEBEH I ATH 2 i onTHA R ERICEETE Tw
BNZ EIF BRSO RETR MO ZZEE L AR 2 R#E S 2 & v 9 FD&C
BT KA DREN 2 WRNCEIT ST 2N ZHEXITEBLE S £ 2 H R ko T3,

Wz, A ITEE. 2825 [vvya vy (Arecacatechu) OIEM-ALENE I NA-B8 (R
vl Ay 7, A7) =7 E) OFHICTHIRATEREALE D] L wHnEbe %32
FzZ %%, A OFHi 1T o 72 (B3F K 34) . FAEOMHER. cnbo®FICE
IFN2RAHKOBEIEMICHITL., ZORESHEAFORE LOBALEVGEL X
CEL T3 2 LB L 72 (B 3CHk 35). o T, BfA L oRMEMYINICE T 5
vy oy OFEMOM X, GRAS KBS 2 kMR R L TH o3, R~ ORI
RS HIE L 2\ (B3F K 34), A ld, v vym v oER» bEE I Nz B82S /D
TEHRE. TUBFEE . KA EL IS L, Yk BEa 2 KECEEICIRTET 52 L3 TE hw
ExEilTsr 2 —%RNL (353 36). Hic MEAEd 23-15] oWRHHEICY LD
ERIRREBINL 2 (SF3Ck 37).
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3. FHM7 GRAS JEIHHIEE A 2 b OFREIREIC &) /L3 2 2>

FHM 72 GRAS JEHHIEANE A X i, FDA (3, ASkCh i H ERHIbT IcH S wT
GRAS TH % & S NHGICHET 2139 TH o> =WEDOHIEICO VT, GRAS EiH & v
JETHEREZITINSE B TE S X HI1C b, BHITOMEERNZ GRAS JEHHIE Z 2551 72
HIE~LZEHS 5 2 ofREIE, BRI NHEHSEAE T T GRAS TH % & T2 KE DR
AT OYE ICBT 2 M L B A FED 2 2 Lok B, 2T X Y, FDA, Mo
Yl HEE. ROERT. e P HESCEYAERCOMI I 2WEICET 2L 0% <D
HEWESF2 2 LD TE, FDA BRMICHMENTWE2YED X » AfEN R Y 2 b 2T
X951k b, TH LAEHEEIZ, GRAS TH % &0 ) BRI AR ILE S 5 2 &, K&
OZ Q¥ 2 BN T 2 T CEMEK I NFDA LG I N5 2 L 2TEICT 3 DICi&T
O, JEH I N EHIZ.FDA O 7 = 7% 4 b ECHED ERASEHE - A S T 2 [GRAS
JEH Y A (BE 3 K 4) @L<, JEH» SEEBIUNIC R Ic AT hs b
IC72 ), FRICTX o T GRAS & IN3WEDAL&EICEES 2 &ML L33 GHllicow
TRAHE L7 2 VKBIR), $72. Thb0EHEEIL, BA~DOLE TR WO
P 2 25 1 U AN R 2 R 3 L v 5, FD&C #FEIc ko K FDA D &%E] & 5hRMIcE T4
2HENZEILT 2D THH 5, fE-> T, T OHMAESREIE S i, KE O R M
DREWEENT 2 FDADRNICNT 2EROEHEEAMLT 2 2L IcdbHFES5TEHLERD
ns,

FHH 72 GRAS JEHHIEE X £ 72, JEH#E 25 GRAS TH 3 LI+ 2@ Icks T, &
ot (@Y O GRAS EH OGN REY OLLMED &) 23150 G
IND L EMEFRICTE ETHUHEID, 9 LERIE. »2YE DM FD&C ik
F 2 [REFMPIOMER | OERICEYTI0E 50, 0TI, ZoWHEZEEICTHET
IRFE 3 % 72912 FDA IC X 2 /A L AGEDSBE D L) h k. X 0 AERIICHII 2 BT & 7
%, WHIT, FHHZ GRAS JEHHIE 0E A, GRAS HIWi%17 5 ML, YEWEo
FrE e FHRICBE 3 2 ARG % FDA 1Tt 372 2 & # BT 2 IR 2 SRER X &
5 KEEFHHER (GAO) DEi&EIKIGAZ2bDTYH B, FHic, GRAS i E % HF5l
FuE, TFHisR @ E ] O R E 7o 2 WE OBE ORI oW, KA ITHAIR %25
bId XD, [FHEiHILEA| 220 7WED S B, KRICFE—DER & Lz Hi& Ttk
BT GRAS i d iz b oid—ific k &% 2, BfTOME GRAS mHHIEDO T T,
Je & A3 E I GRAS TH % LW L, [FHisR @A) OXR L 7o WE 2 hidIc A
TR EERYGTBHE IR\, LaL, ThTEREEMWIC, fthofiF GRAS Hio5a
FRRIC, TRAZZDOMHEEAZTECEAVE T L 25 (TED GRAS EH%ZTELS 2,
BT ARG OB ORIE QST O ik % i3 2 BEBE TR VIRY . L ldz
ILZZYERED XS IFEHIN T L2050 LHIECTE Wb ThH S, GRAS JE
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HofgH 2 &3 E, BRI NEHSEET T2 oWED GRAS 1KY T 2000 %
D BRAEDL L IIREINDE A S, e b, GRAS TH % & Dz DRl E 72 2
T=A2R, ronEFEHLIICARINI LI PLTH D,

AN L EORMKEROGEHRICET 21EHIZ. FDA ARMMHGERICE T 255
ROMHRNEZHEL ., RFELMEUZENE (EER) ZIERICFHES 2 Eo&iio,
GRAS i Z&EBEM T2 2 L ©, BRI ALy 7 LR EDRBICONT, £D
R LR 2 &0 -ERERE T 5, 29 LRI FEo&t T cofiflics
TYUF P RELDBRESE D0 T 02 W2 LT, XOVECAIRZL 20T
255, b LBERHNL. 200 OEAIETHIRETOB/E L AR ONR & 72 5 [ &HIHN
Y RN T A AREES S B,

RAHIC, ZORAIKIE, B ~ORETRWIFIIYOFER%EIET 2 & v ) A OENE
F% X W @EYNCETT 28T & e 2, Z OBHIEHHEE 4L, BE X5 k% H S GRAS
Dz BT LA TE 220, ZOfEmE - — F 170 LKW 570 7%=+ Eicfit> T
FDA 13213 % 2 L 38T b5, GRAS o #BLIC X b, B E -
TTGRAS TH % & INZYHICEET 2 Z2MEWL FDA gt 3, Zhid, MELaEeE
CHEASNZYWEOMHA, HIKFTORE K VAR TS 2 BMFINY & L COH I
BT 089 »xHWIT 5 L5, FD&C K 409 Zk(a) K UN(d) iIc ko < T4 o ikryikEl
BHR7T BRI, o T, OB, FD&C ORI 2 D5 70 1c 5 54
25DTH5,

IV. JEHERR

413, FD&C #5 201 45, 55 402 56, %5 409 45, MUV 701 i D S HERR 2T L
b PN EEYHERICHNEI NS, HniZzno cBEL CEHINFEEOYEICD
WT, GRAS RO 2 FHAHT 5~ <, =1 170 LU 570 oWIE%2 KT 5, Bif
I 1. FD&C 5 201 45(s) » GRAS HUE ICH-D P/ % MRELERGICE A3 5 FH IR L,
Z OYE DEM I NI EHSEESABANCHIZE I N BRI D BT IC D EE L e wWiE,
WMDY GRAS Th 2 LfbamfT i 2B l% FDA i3 2 C & 2&BEMHT 2D
Th 5,

A IR A

KLEOR 7 g v LA TH7- X 9 ic, 1958 4, #ILHED T, ENOBRKICHEME
2L FYE oM T 2SO EE D ICNLT 5728, FD&C ExWIEL 72, HIEED
FD&C i#E Tk, 2 CoRMmAMY) (FD&C &5 201 45(s) TERINDE D D) ICDWT, i
B~ DFEPEH~DOHEMICHETI L. FDA ORFEEZIF 2 EBEHM T ONT VS
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(FD&C #5402 45(a) (2)(C) () L V5 409 &), FD&C 5 409 55(a) 2 5 (h) (K UEH)
RN oW TEFIS (k) 13, FEDHEIC B T 2 BTN 0Lt icBE s 2 % E
DLMTEFETTLILICK D, FDA BPYUEBNRNYZ AR T 5 L 2o T3, Ff
IZ, FD&C #5409 (b)) O (d) 12, BESNPYHAZED 2D ICE 2 [RENEDO H 5 2
DOFHEZICOWTEENICHE L T & (1) FD&CIES 409 S&(b)IcHO 2, fifAd. &
SR O FAT R R E T 2 HiEE 2 REICRIHTE 5 1 7. (2) FD&C &5 409 5
(DicEoE, BE (NIXoHEROFRLAZ T 72E) 3. WOTLHLOREICLY, &
IR O FIT R IR C % 3, Hic, FD&C 3% 409 5c(h) i3, FCS TdH 2 &Ry
DERENHRICOWT, BIEEEIIMEMER > SRS W2 mH 2@ L CORZ I
ZFMEEBEL T 5, WL O 0fsb 2R E | RS EINY O 23 & Sas iR i< i
HLAaVEGE, UMM FD&C L5 409 & () icko0 & [ReThuwRaHnY
LRAIND, BRETHRVEBMBFNY TS 2 8M, XidxhzE&T Bvidzhns 24 -
a9 %) BilE., FD&C #EH 402 5:(a)2)(CO)DicEo % [ Lz ff] L /R,
FD&C I H D CEBUTHNE (] : FRES 302 X U 304 56) DOXR & 72 5 AlHETEDS B
%, FD&C k5 201 (), = @M% 7 i3 2 D i+ BRI 5%
TEEHMROM T BRINHEHEFEFICEWTLETH 5 & BRENTIE(LiE 1958
1A 1 HMRTCERICER S W Cw2PEo8E 1k, FRANFIESE L CIBMICET 5
— M R ICE O KRB O WD) B L GEYICRENT WS & —RICGED b T
WAPIE B, BRSO ERED SR L CTv b, it T, BRIE W= liF% M T © GRAS
LENDYHE L, FD&C IEE 409 i Fo < BN O i BR AT 2 ) OGRS D I R
L3 bR,

B. ARIERDEMIRML

AHHIZZ, FD&C %5 201 55(s)IHD GRAS BUEic ko % | MIEERICEA X L3 WH I
B9 2 16H% FDA Icfefit 52 b 0 Tdh 2, BERIMICIE, ARAIERIT, YZPHOER I L
HERICBE T 2 1F . KO Z OF@SE T CHE 22 GRAS TH 2 L\ ) il & EZ AT
27 =2 REMOREEZEHSF T 2b0THL, ZnHOYHDOENE N HED LML,
FIHATRE AR L RET — 2 LM o T, UBWE Z HIRATOFEE L KR ONR L 25 [ R
I ICEZM T2 2 ReED D 2 720, UEME R U2 0 BRI 1L iR B3 2 1FH D
P2 BT 5 &k, BRARNINYIELH Z 1% - filE 3 % & v 5 FD&C %5 409 5 (a)1H
FO(d)IHICHE D { FDA OB &2 3R MERTT 2L 7 5,

FD&C %55 409 4t (a) KL ()T % ff ¢ CRitr &, BEFIMYIHRGET® FCN o5 & 7% - T
WEWESYEZRE L. FEOHRICE T 2 YW E 0L EEE 2GS 2E5H2. K
B (MUOHERZEICE Y FDA) IHEINTWE Z LR DbH 5, *Se. Minerals, Inc. v. Harris*,
622 F.2d 758, 767 (5th Cir. 1980) %#ZH8 (FD&C 5 409 4:(d)EHKX X *Weinberger v.
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Hynson, Westcott & Dunning, Inc.*, 412 U.S. 609, 624 (1973) %5/ L. [FDA . &
DB % I ETE R CHRGE S 5 72 D ICKGR X L BRI 03 A B2 &7 5 0> % HIWT 3~ %
HEREZHLCTW3 ] LR Tw3), fito T, FD&C EH 409 5k (a)H N (d)HHIZ. FDA ic
L. Mg HiBlo CwW e (BRIS N HREMETT GRAS THhb L Ind, BMIC
BAINTZHHKROCREOYEZED) 2HEL., 200 OHE, #EICIRIET 57291
BANIMYIRE 208 e 32 BN E L COR®E] 1K%Y T 208 ) 2% i i3 2 M
R% 5 x T3, FD&CIEF 201 52(s)IHD GRAS BUE ICED & | FFE OYH % JHIEE S
WWEHATZH I L, YEZWE DML GRAS TH 2 &ifbimf i 721R#l% FDA I<EH 3
5 2 & EHA T 2 AHANE X, FDA 2321 b OERNEEZIZRNICEITS 5 LTiiro
bDTH b,

BARICIZ, GRAS [EHOREA2BEMN T 2 2 & T, HiGIci@EL T3 b DD FDA 3%
DEFEZHEL T o 2RO & 2 WEHICOWTHIS T L A3 TE, BAICHINXIZ
FRHINACTW2YEZ XV #EYICERTE 2 X5 ichs, chicid, MHIC GRAS TH 3
Lt o nmE oS ~OALEEIN D L, AREE EOBEIE L 2RI
T FDA 82 D% M2 iR Y rRhnE ) hr—2bRE w2, FHic, GRAS
Rt OfEH A T T 5 Lk, BRI NAHERASAE T T GRAS Th 2 &I PEICH
TEREERERMLET 20 TH Y, UEWEOMHA, FD&C Fic KO HRATHEE X
VAR DONR & 725 [HERINY] & LCOHICEBICE YT 20895 » 2 ks 2
B e n (#H ¢ *Se. Minerals, Inc.*, 622 F.2d 767 04, [FDA 3. [FD&C =] #EH T
527 DICRERIC L > CTRRIB I NATERER & L <, Lol TR&HNY] <oy - b
DHELEAS GRAS TH 3 720 ICHBI ORI E 2 D2 WL 2 hiE, * oM Lot
W2 ) 2 D GRINGERITT 2 2 LI TE R ]), &5 LAERIE, REKGREESAMY ol
HICBEE T %2 FDA © a2 v 7' 7 4 7 v AR EPITGE) (BEEFORM e #EERMmoEL
WX 2R2L) 2XET2bDTLH 3, it>T. GRAS EHHIEOZBLIZ, [ReEL
Y B0 nEBEA ThO L TR WO RS ~OfFHEEEIET 5] ce a2 XD
ERICT 215 HRERA T 2 2 & ¢, FD&C L5 409 5:(a) T S O (d) T O I B E o 1R
K7 HI % EK 280\ & 72 3, Public Law 85-929, 72 Stat. 1784 (1958) %,

DX YT, AHAESRAEA L LTl g, FD&C &5 409 55(a)TE K O (d)H
ICBi3 % FDA O2hRI 7@ R ETAMEE S b 2 i/ 5, FD&C 5 701 £&(a)
3. FEOMENRPITO L 0B REVHIES 2 2 L 22® Tk b, FEF 1003 &
(d) (AREREHE 21 #7256 393 %:(d) &%, RER, BREELFBREELHELC T, [
701 (2 EUREOHMITEZH > T 5,

V. REHA O
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AXEDL7va v LBl THlLzLdiC, Lt (FED GRAS @ 7u 77 2B L
THE L 2RSS, KE OB NHEOZLIcE ) SEAZ ZE L, BN I WL T T
GRAS TH 2 LIzt M HXIZEYHESEOHEHICOWT, GRAS miiofRH % #
Bt s 2 L 2 RET 5, RaWEICE, By Elb, BfCEBERMITNIYE) LM
el (B0, BATUED b 0BT Y, BMICHENICRMEI NI YE) oBTiHEE
Nb, TNOLOEFERRBET 1Y), FDARMUTOZ & %2175 : (1) BiTD GRAS JH
W7 7S LB TEDS DL LEBH LD D~LBITE 5, (2) GRAS JGH R OH
W BREDHT Y —%ED S (T AT, G CEEICHER T T 2 HE o WE
DWW, FDA ~offiligft X 7z 2 %217 5 72 » O WIHRE OE R & E N 2), (3)
GRAS I ONR & 1372 W fF A WIE O ZFRE ST 5,

F7z, Az, BHENT 077 L~OBfT2 KM 4 %729 D Part 170 2R ICH 2 ¥ &1
AR D 7= DIBIE, B I NEREANA X v 22 R & 5 & & b ic, &5 i fd
A3 FCSIcz ., BMM U FCS IH 1 2 WHE OFEHEMZ MR & 35 X 5 #HHFE %
YLK T 272D TOR HbricBAS 2 Fhe  BHIOZE, O FREN RZLH 2 b7\ 2 D
DIEIEZITS T L DIRET 5, TN DEHD L D h i, RGN AL 7 B % 1
U FERIVICHT L WA 2 36 U RIS 2 X 0 R0 3R I 72 3772 3 O it 2 R 5
278, EHHHEZBEMRM T2 L WO BHEOHELZ RS2 b0 TH D, HIC, EHENE
GRAS a7 v 77 L DEHAZMWICT 2720 DF L WEERDRE L. WD 720 D
HFOERDEHFHOITI,

A. §1703 (E) OUEZR

# 4 DHAITH 5 §170.3 (21 CFR 170.3) Tld. Part 170 D& CffifH & 112 € D HIZE
EmL TS, ARz, §1703(m)icks <, (&M . b AR, By
2O RBICBITT 2WE, =~y b 7= F RUCBPHEARZ G 0L LTERL TV,
fREINS§ 170.3(m) T, B OERZUGE L. b FHEMN. SIS S B
ICHITT AE. LUBHERZED 52 L35, TEHAER] & w5 HEEIR. ik
D [y 7= FRUBYHRER] cfRb2boThHbh, »¥—1 507 (21 CFR Part 507)
DOHAI(§ 507.3 ZM) £-¥— b+ 570 ~DREIN TV LEH N (KAXFEDOE 7 v 2 v V.Q
ZI) IckF 2 [BYHRN] L HEOHHLEAI 2D TH D,

REINB§ 1703(p)TlE, [FeAx i3], k4], (ks %], kO [FDA] %, KEE,
EESFEHET 0L LTEXRT 5, BTHAIO§ 170.203 TiE, 75— F E (—f&IC
Zelt@Bwohd (GRAS) JEH) K2 HZEME LT, [F4ix) [Frxol, kU
(4% ] % DRERSMERME] EERLT0ER, = 170 &L GEH I NS E
FLLTE, §S1703 ICBVWTINLOMGEFERINL TV AL, Z 2T, BmERWLE%Z
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feITHED Y 2 +ic [FDA] ZEBMT 22 & 2L+ 3, COEHICLY, »S—F 170 &
B CInNSOHENMERINSE Z LiITkh D,

B. §170.30 (GRAS & L COLNFHDEKE) ~DREI N TwBHE

BUATHAID §170.30 Tl » 2¥E 2 GRAS & LCHMEINZWERIEZET 20 E 9 2%
W3 2 720 DILHEDUR X T B, BRIt §170.30(a) I 354> T, FD&C 3555 201(s)
FICHDE | GRAS A7 — 2 RT3 —mEEOHME LRI N T b, T, “elto
—RRAVRNER . R ICTE RIS & L 2 WE O R % BT T 5 72 0 O RFERTFIRE K O
FRBRIC X o Tt L R0 b NAHMIRDO Ao RICE IS e A TE 2 LHESI LTV S,
GRAS oHifizix, FHARFNE (§170.30(a)(DZH) cio <, Bz 195841 H 1 H
DR oM I N T Z2PEICOWTIiE, BfMicE T 2 R fER IcHD REhk
(§170.30(a) 2)BH) KD WTRED NI EEDD 5, Frx oBAITIE, §170.30(b) K&
() ic BT GRAS FHED KD EFICOWCTHICHHALTH Y., §170.30(d) 2
bMIcHBWTIE, GRAS RE ICBHET 2 FEDRIIC OV TH L T 5,

L2k, §170.30(c). (e). MU QD) DBIExRIRE L TV 5, BTHIAN§170.30(c)(2) T,
KELAOEIC 5 B B~ O—RIIFI I i B Z Il UL 5 2 WE o ik 28 GRAS
ThH D LT GA, FDA WHHT 2 2 e BRI hTCwd, REIND S
170.30(c)(2) Tlx., Z OHEFRIEDHIREI NG 2 L icm b, b, REHAO T TId,
1958 4 1 H 1 HURT 2 S BRI T wPE IconwT, KEUNOEIC BT 385
~O—fRIIFIFICHE-D B8 2> 5 GRAS TH 3 LiEimft I 7254, ZoWED GRAS & L
TOHGICOWT FDA ICfiiid 23 L BB T oL 7-0TH B,

BATHA] §170.30(e) 1. RED <— F 182, 184, NI 186 I3 >T GRAS & L CTULH
NIIEZ I N7 E BT 2 BB R 2 L. 1969 F2>5 FDA 3% L 72 45%E
DEZML E2—ICOWTERLTWE, REINS §170.30(e) TlX. b ditibix
DIFRPAETH b 7-0HIRE S,

BUTHAL §170.30() Tlix. H2WES— F 184 i S— b 186 Ic BT, SHIFHLER
# (GMP) LA odflfR7 Lic GRAS & L TR Wiz, * OiHASED., YEmE o
GRAS & L COHFIATER I N/RIL L LCHANCETRI NS L F L R RO AT
I, ZOflifiZ GRAS Th B L RAINZ EHEINTWS, HHLESELLLRR Y
B, ZoWEOMHHIZ GRAS & ZRAINAWATREE S b SIEEE 13 % O 23]
T253D0E LCOYHHANCHKILT 2 2 L I3 TE v, 20EA, SUEEF I, Y428
GRAS TH 2 Z & B MEICTZIFT 2 2. B I3 BRI HE > T2 OYE % L
RIFNIEARL RV IREINS §170.30G0) Tld. 2NHDOBER R 2 RNERNRE LT
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w37z, kL2 X2 BT, Y58EZ §170.30(0) (1) kv (D(Q2) icpflFs e
T2, REINTWS §170.300) (D icix. EAZEMFHEAT (BIH, ~¥— 184 XiF-¥—
186) ICREHEI NG LE LK EL L WES., ZOWHEIZIGRAS L A nd vt}
BBEVIAEND, LI NS §170.300) (1) D#EIPHICEEY T 3WE IC oW Tld, BB
GRAS et o fRHidko b v (RE X125 §170.205(b)(3) 2 &), LI N B §
170.30(0)(2)ic X, VE OERZEMERE L K R 256, UMEHZRAR T 21BMME Loy
— b 184 i s— 1 186 DHAIZEKI T 2 Z L IZTE RV E WIEAEVIAENSG, %
HORWIC BV TIL, BT 2 ZHRe —MRICATFARETH E, BRSNS
TYEYE D GRAS TH % L\ ) ffimz EAT 1) 2 GRAS JEili %2 FDA IC#2H 3 2 %0 5
%o B I, MEMEHEZ R & T 2 B O B EFINPIELAT TR L 78 WIGEIT I, RN
VHFEERET 2L DARETH B, LI N5 §170.30G) (1) R H)(2)1F, B & L7 fH
FSHET T % GRAS & H7s 3720105 — + 184 XUt <— + 186 O#HI 2RI < % 20k
WEHECT2DDOTH B,

C. §170.38 (BAFEMPE L COHBIDOHE) ICT 2REI N TV RWE
APEEHANE, §170.38 (21 CFR170.38) %#cIEL., AEABELRHIRT L L dic, B
B X 7= St T oW 25 GRAS Tldze s &HIWT L 723541 FDA 258 0153 FIE % 1
MICT 272007 HEZEMTE2HDTH 5,

Fo oBHl (§170.38(a) Tlk, H2PWEPEX S NFHZEMET T GRAS ThH % & Off
WERTDEMED D LT IRELTo ot REMTEONERZFHE L. 4% E 2
B EWAHSAET T GRAS TH 2 2 & 2RTHENOH 2SR E L T 3 L i
T 728546, RESEMERICZOE2RET M Z2BEH T2 LB EIh T2 (§
170.35 M), SEIORETIZ, FDA %D X 5 RikE% FBic4+ L b 28T
200 Tldmnizo, EHEHR~OBIBSEICE T 25k 2 Hlkk 3 22 §170.38(a) %
RIEFT 22 e T2, HL, E@AERCREZBEHL 2VEATH> T, YEYEHIENX
X NS T Tl GRAS Tli7s { . FD&C S 409 00K L 74 3 BRI <H %
EVIRTORMIINEST 2, KELICHE TS §170.38(a) Tld. HEVWEIREN TN
T T GRAS TirAaWERES L, ROV ICRMFIMIE RhI s 5H. 0P
BRUOZoffif] (IFEMENH/) 23 FD&C 5 409 LMK EBR B L VI EZ T %
HEFr 32, FD&C 55 409 o0 R & 2B Icon»Cld, BRI L L <o »aE
A N2 70, BREMPHRAIOFRIT, X FCS DA ICIZE M FCN A4 L 72 3,

a0l (§170.38(b)) Tix. EEX. HOOHREICX Y, XIFAZTE —F 10 1oL
Mo OFEDOHILTICEY, HIYHIPEK S - HZEMT Tl GRAS TliZ { FD&C
S 409 SLONRERZERBNYTH 2 LIRET 2B 2 BELERICER L., =HE25H
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L, RTOERZML 72 LT, YEWEOEX S NSNS GRAS I T %5
BT 2 EEZ2EMERICEBERT 2 L HEI R THE, REINS §170.38(b) T,
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EHETHEHRRBET 2 (RE SN2 §170.30(0) (2) L TN(d). §170.38(b)(3). §170.39(e).
§170.203, i TriC §170.225(c)(6) M), F7z. [Commissioner (KE)| KU The] X
X This| #Zzh %z [FDA] KO Tits| iICEHEFT 2L, [§171.130(b) ] DI [of this
chapter (A& D) | BT 2L, 2L T [PWED GRAS TH 3 | ofkic [ER SN/l
HEMHTC) 2BN3 22 L2 RET 2 (3REI N2 §170.38(a), (b)(1). KU (b)) %S
).
PRI NS §170.203 K r§170.225(c) (6) 1Z. [FD&C D i IRATATE B | 25 [ 85 409
FICES BN OHIRATEE R OKZE] 2ERT 2L 2T 250TH
%, §1703(d)TERIN TS LEBY | [[FHiE (the Act) | 1 FD&C #Ex 53, ko &
BY, HAIFZN—F 170 RICBWT, ZOERICHE > CTYUFMFELLHNT 2 2 & 2 RE
%, 1958 FDLIEIC & Y B O i MRETAGEZEE 25T b L2 BE. waid, BN
NS T < GRAS L Rz I N2 YE 2 BRIV OEED DRI L 72. GRAS HUE
DRI, FEEDRED 72 D I BMICERINICHEME 5% < OPWEICDWT, FDA I X
LHRATEEZLEE L n e ) a2 KL 72 b O H > 70 X OHHIE, Ritic
B DRAEDHAFERIC X o TEEWBHELZ I N TV 220, W E, AP TORERMI W
fEFZEAICBI L €, @S e IR —fRICAFHRED DO AR T E 2 1HIC X o TR D
HEZINTR22DOWTNRICE DD DTH D, FRIOUER, FHHI7Z GRAS JEt D2
ez ofhomilkiiiedt (Bl FH LA =2 ) -l ofEt) & oRR % E T 2 0I1c&kiio
bDTH 5,
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Takle |.--Summary of Proposed Changes ta Part |70 and How They Would Impact Existing Part | 70

Current Regulaiory Proposed Summary ol proposed changes {cross-relerence
Section in Part 170 (F) Repulatosy Lo section of this document that contains the
Section in Part descriprion of the proposed revision)
170 (§)
170.3(m) 170,3(m} Amend cefinition of “food™ to align with
existing pact 507 (see & 307.3) and nse the term
“animal food” rather than the previous tenms
that distinguished “pet food™ and “animal feed”
[sec section V,A)
™A 170,54 [efine “we, our, 15, and FDDA™ to mean the

170.30(c) 2)

[ 170.300c02)

Focd and Drug Administration (see section V.A)
Femove the recommendztion thal a person
nodify FDA if they conclude that a use ofa
substance is GRAS through experience hasad on
is comimon wse in lood outside ol the TS
make non=substantive changes (see sections VB

and V.0)

17030 d)

170.30(d)

Make non-zubslantive changes o update terms
ard improve clarity (32e section V.03

170.304e)

170.30¢1)

170,300}

17030000 1) and

(M2

Femove discussion of historical context for
substances hsted or affirmed as GRAS m our
regulations (see section V.RB)

Amend and divide the provision 1o clarily the
circumstances when our regulations in part 184
or |86 can be relied on to rezard a substance as
LR AN under the conditions of its intended use;
miake non-substantive cdits (sce seetion V.15 and
LA}

170.38(a)

178,580

Remove unnecessary provisions anc add new
provisions to clarify the steps we may take when
wi delermine thal a subslance is nol GRAS
under the conditions ol its micnded use; make
non-substantive edits (see sections VO and V.0

I T0.38(b)

170,380 by

Clarify that this paragraph applies to substances
listed or affirmed as GRAS in parts 182,184 or
186: caplain what FOA will do if there is a lack
of convincing evidence that 4 substance is
GRAS under the conditions of its intended use;
remowve langoage stating that we will review all
comments; make non-substantive edils (sce
sections YO and VA

170.3R(c)

170.38(ch

Amend existing language to provide that FIDA
may send a notilier questions aboul a substance
atter providing a no questions letrer; explain that
FOA may update or rescind no questions letters
[see section V.C)

170.38(d)

170.38(d)

Reploes existing languape covering prior
sapctioned uses of subsiances with a new
paragraph o cover how we would handle uses of
substances not covered by proposed § 170,38(b)
or (o] {see section V.C)

17039

170,59

Amend title and expanded scope of TOR
exempiion program © include substances used
in fourd and as food contact substances generally,
not just in food contact aricles; make non-
substantive edits (see section W.1)
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Current Regulatory
Section in Part 170 (§)

Proposed
Regulatory

Section in Part

170 (&)

Summary of proposed changes (cross-reference
1o section of this document that contains the
deseription ol the proposed revision)

170.39(a)

170.39(a)

Amend to update scientific terminology and
provide updated approaches for the assesament
of cancer risk of carcinogenic compounds;
remove existing paragraph (a)(3) given change
in scope of regulation; existing paragraph (a)(4)
wollld be renumbered to (a)(3) (see section V.10)

170.39¢(b)

170.39(k)

Amend to clarify the term “reguestor” (see
section VI

170.39%c)

170.3%(c)

Amend to clarily that requests under this section
may be o exempt a use of a substance from
regulation as a food additive or from the GRAS
notice submission requirement under § 170.205;
remove requirement Lo submil three copics ol a
request (see section VD)

170.39(d)

170.39(d)

Ammend Lo specily thal data 1o be reviewed 15 1o
be electronically submitted through COSM and
include an opportunity o request a waiver from
the electronic data submission requirement (see
section VO

170.3%¢)

170.5%e)

Amend (o remave reference to informing the
requestor “hy letier™ 1o provide DNexibility in
how nformation will be communicated to the
requestor and the public; replace language
providing that the list of substances and their use
will be om display at the Dockets Management
Staff and what the list will imclude with
language providing that FIXA will maintain a
publicly available list of substances and their
uses et gre exempled from regulation as food
additives or from the GRAS notification
regquiretmen! under proposed § 1700205 (see
sectlion VI

170.39(f)

T’«:.:'."u

Remove unnecessary provision related to
petition for reconsideration (see section V.10)

170.39%(g)

170,31

Renumber paragraph (see section V.10)

170.39(h)

MiA

Remove putdated provision related to
availability of guidance documents [rom the
program oflice, as FDA guidance documents are
publicly available online {see section V.D)

170.203

170.203

Remove the delinition for “'We, our, and us;”
clarify the delinitions of “GRAS™ and “GRAS
notice,”™ deling “Inventory™ and “No questions
letter;” remove the introductory texr; make non-
substantive edits (see sections V.E and V.O)

170.205

170.205(a)

Replace voluntary GRAS notification program
with the GRAS notice submission requirement;
allow for submizssion of an FOM instead of a
GRAS natice, if the conditions of nse of a
substance meet the definition of an FCS (see
section VF. 1)
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Current Regulatory
Section in Part 170 ()

Proposed
Regulatory
Section in Part
ITO{E)

Summary of proposed changes (eross-reference
to section of this document that contains the
description of the proposed revisicn)

MIA

17,205 (b

Establish cxecptions from the GRAS notice
submission requirement when: (17 a no
questions leter covers the subsiance under the
conditions of its intended wse; (2) the substance
is listed or alirmed as GRAS under (w
conditicns of its intended vse in parts 182, 184,
or 186; (31 the substance is considered GRAS
under the conditions of its intendad use in
accordance with § 170.300d) or (7 1) (4) the
intznded use of the substance has been
considered by FEA through an established
process to evaluate the potential presence of
unapproved food additives, and documentation
made pubklicly available by FDA through that
process does nol recomemend of oLierwiEe
identify the need o submit a GRAS notice; {5)
the ntended wse of the substance is the subject
of an exemption under the TOR progess
deseribed & 170.39; [6) there is an effective
FC M which covered the substancs under
conditicns ol ils interded use and the subslance
in interstate commerce originates from the
manufacturer or supplier hated in the ettective
FCM: oF (7] information about the conditions of
use af the substance has been sulanited in
accordance with 88 170,305 and the submission
is incinded on a puldic list maintained by FDA,
unless FTIA fsspes a determination thara GRAS
notice o food additive petition must be
submitted for the intended vse of a substance
(zee section V.E.2)

NI

170210

17 205(c)

State that uses of substances excepted from the
definition of 2 food additive under section
200CsH0 ) throwgh (&) of the FIED Act cannod
be the subject of o GRAS notice

Arnemd W reguire electronic submission of
mandatory GRAS notices through COSM and
provide an opporunity 1o regquest & waiver from
Lhe eleciromic submission requircment (see
seetion VG

MYA

17022000y

Add a requirement that any material submined
in or referenced by 2 GRAS notice that is in s
forzign language must be accompanicd by an
accurate and complete English wanslation (see
section VIT)

1T0.225(c)E)

1702250 NGy

hlake non-substantive edits for clarity (see
section V.00

170.2504d)

1702500

Amend o clarily how we inlend (o handle data
and information that is not identificd as cxempt
under FOLA (see section V.1)

170.250(¢)

170.250(c)

Amend to reguira the notilier o explain how
therz could be a basis for a conclusion of GEAS
status for any non-public, safety related data and
information (see seetion V.10
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Current Regulatory
Section in Part 170 (§)

Proposed
Regulatory
Section in Part
L70 (5D

Summary of proposed changes (cross-reference
to section of this document that contains the
description of the proposed revision)

170.265(a) 1)

170.265(aK1)

Amend to state that, within 45 days of receiving
a GRAS submission, we will conduct an initial
evaluation lo determine whether to Gle it as a
GRAS notice (see section V.I)

170.265(a)2)

170.265(a)2)

Amend to state that we will inform a submitter
ol owur decision 1o [ile a submission as a GRAS
nodice within two business days and that if we
file a submission as a GRAS notice, we will
consider the notification requirement of
proposed & 170,205 to be met (see section V)

170.265(a)3)

170.265(a)3 )

Amend to state that we will inform a submitter
of our decision fo not file g submission as a
GRAS notice within two buginess days (see
section V.J)

/A

170.265(aK5)

Add to clarify that FDA may contact a notifier
with questions about their GRAS notice (see
seciion V)

170265(h) 1)

1 70.265(h) 1)

Amend to extend the | B0-day evaluation
timeframe by 90 days up to two fimes on an as
needed basis (see section V.J)

170.265(b)(2)

1702652}

Amend to state that, if a second extension is
needed, we will inform the notifier in writing no
later than the end of the initial 90-day extension
(e section V1)

170.265(b)(3)

1 70.265(b3(3}

Amend to clarify that it FDA ceases to evaluate
a GRAS notice, we will not consider the
mandatary GRAS notification requirement to be
miet (see section V.J)

170.275(a)

1 70.275{a)

Amend to reflect the change from a voluntary to
a mandatory submission requirement for GRAS
notices and combine the information in a single
pasapraph (8) (see seclion V.K)

170.275(b)

1 70.275(b)

Amend to clarify the information listed in
paragraphs (b1} through (3) will be accessible
o the public threugh the “inventory™ (see
propoged § 170.203) (see section V.K)

170.275(c)

MAA

Remove this paragraph, as the language would
be covered by proposed paragraph (a) (see
saction VK)

170.285

MNA

Remove outdated section related to GRAS
atficmation petitions

MN/A

Subpart F
(170.303 threugh
170.303)

Establish a new subpart F which would provide
definitions that would apply only to subpart F
{proposed § 170.203) and describe the time-
limited aption that firms can choose o
participate in 1@ qualify for an exception from
the GRAS notice submission requirement under
proposed § 170, 205(b)T) (proposed § 170.305)
{5ee gection V.M)

Q. WA & 2 BME ICBIT 5 Part 570 DSUER K IS IRIC X 2 BUA A

FDA . Part 570 OFFEDHEIC DWW THHIEZIRE T 5, Part 570 (FHWHER) DM
HIGIEZR 1, Part 170 (e F AN OHHIKIER L EREIFEONE L > TWwd, 2,
Part 170 & Part 570 23[E—DEWHEZFHET 2D D TH D, SEREORHL D Ham L T
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W37 TH b, HL, Part 170 DXF)G T 2 B OKIER & 1327 5 Part 570 OIER e,
Part 170 ICI3XHG3 2 FE D 72\ Part 570 OEKIEZL., 80 ix# o (Part 570 i3 XGd
2 b D27 Part 170 OWIER) b —HFEET %,

1. Part 170 OSIERICHERLS 5 Part 570 DSIES

Part 170 OSUERICHEILS 2 Part 570 OSIER O IC O W Tk, 2 2SI iz,
% 2113, Part 570 IC B 2 WIELDSIE, Part 170 ICBF 20T 2 ELDSIE, &
VCYIER OGRS LT 5, BT, Z DWIER OB %5 L T\ 3 A XEHOFHY
EFT~DHAESEb G TV 5,
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Table 2.~ Summary of Proposed Revisions to Part 570 That Parallel the Proposed Revisions to Part 170

Proposed Regulatory Section

in Part 570 (§)

Proposed
Regulatory
Section in Part
170 (§)

Summary of proposed changes (cross-reference to section
ol this document that contains the description ol the
proposed revision)

570.3(m)

170.3(m}

Revise definition of “food™ to align with existing part 507
(see & 507.3) and use the term “amimal food™ rather than the
previous tenms that distinguished “pet food™ and “animal
feed” (see section V.A)

570.3(0)
570.30{c)(2)

170.3(p)
170.30(c)2)

Define “we, our, us, and FDA"™ (see section V.A)

Remove the recommendation that a person notify FDA if
they conclude that a use of a substance is GRAS through
experience based on it common use in food cuside of the
L.5.: make non-substantive changes (see sections V.13 and
V.

3T0.30¢d})

170.30(d)

Malke non-substantive changes e update terms and improve
clarity {see sections V.B and V.(})

570.30¢h)

170.3001)

Divide the provision Lo clarily the circumstances when our
regulations in part 384 can be relied on 1o regard a
substance as GRAS under the conditions of its intended use;
make non-snbhstantive edits (see section V.B and V.01

570.38(a)

170.38(a)

Remove unnecessary provisions and add new provisions to
clarify the steps we may take when we determine that a

substance is not GRLAS under the conditions of its intended
wse: make non-substantive edits (see sections V.C and V.0)

370.3%(b)

170.38(b)

Clarify that this paragraph applies to substances lsted or
affirmed as GRAS in parts 582 or 384; explain whatr FDA
will do il there is a lack of convincing evidenee Lhal a
subsiance is GRAS under the conditions ol its inteaded use,
remove languags stating that we will review all cominents;
make non-substantive edits (see szctions V.OC and V.0

570.38{c)

170.38(c)

Replace existing language (o provide that FDA may send a
notifier questions about a substance after providing a no
questions lelier; explain thal FDA may updaic or rescind no
questions lenters (see section V.O)

570.38(d)

170.38(d)

Replace existing language covering prior sanctioned uses
with a new paragraph to cover how we would handle nses
of substances not covered by proposed § 170.38(h) or (¢} or
& 570,380b) or (¢) (see section V.O)

570.203

170,203

Remove the definition for “We, our, and us™; clarify the
definitions of “GRAS" and “GRAS notice™; define
“Inventory”™ and “MNo gquestions leler™ remove the
introductory text; make non-substantive edits (see sections
V.E and V.O)

570.205(b) 1)

170.205(b)(1}

Create an exceplion Irom the GRAS notice submission
requirement when a no questions letter covers the substance
under the conditions of its intended wse (see section V.F.2)

570.205(b)2)

170.205(b W2}

Create an exceplion from the GRAS notice submission
requirement when the substance is listed or affirmed as
GRAS under the conditions ol its intended use in parts 182,
L84, 186, 582, or 584 (sce section V.E2)

570.205(b)3)

170.205()(3)

Create an exception from the GRAS notice submission
requirement when the substance is considered GRAS under
the conditions of its intended use in accordance with §
170300y or (1) or § 370300 ) or (hi 1) {see section
¥.F.2)
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Proposcd Regulatory Scetion

in Part 570 (§)

Proposed

Regulatory
Section in Part

170 (5

Summary of proposed changes (cross-refercnes to soction
of this document that contains the description of the
proposed revision)

5702054}

170.205(b)}4)

Create an exception from the GRAS notice submission
requirement when the intended use of the substance has
beer considered by FDA through an established process to
evaluate the potential presence of unapproved food
additives, and documentation made publicly available by
FDA through that process does not recommend or otherwise
identify the need to submit a GRAS notice (see section
V.F.2)

5T0.205{bNT)

170.205(bX7T)

Create an cxcoption from the GRAS notice submission
requirement when information about the conditions of use
ol the substance has been submitied in accordance with §3
170.305 aor 370.305 and the submission is included on 2
public list maintained by FDA, unless FDA issucs a
determination that a GRAS notice or food additive petition
must be submitted for the intended nse of a substance (see
section V.F.2)

570.220{c)

170.220(c)

Add a requirement that any material subminted in or
referenced by a GRAS notice that is in a foreign langnage
must be accompanied by an accurate and complete English
iranslation {soc seciion V.H)

5T0.225(c)6E)

170.225(c W)

Mlake non-subsiantive edils lor clarily (see section V.Cr)

570.2504d)

170 250(d})

Amend to clarify how we intend to handle data and
infarmation that is not identificd as cxempt under FOTA
(see section Y1)

570.250e)

5702650a)1)

170.250(e)

170.265(al1)

Amend o require the notifier to explain how there could be
a hasis for a conclusion of GRAS status for any non-public,
sarfity related data and information [see section V1)

Amend Lo stale that, within 45 days ol recciving a GRAS
submission, we will conduct an initial evaluation Lo
determing whether fo file it as 2 GRAS notice (see section
W

ST0.265{a)(2)

570.265{a)(3)

170, 265(a)2)

170 265(a)3)

Amend to state that we will inform a submitter of our
decision to file a submission as a GRAS notice within two
business davs and that if we file o submission as ¢ GRAS
notice, we will consider the notification reguirement Lo be
mat | see section V.3

Amend to state that we will inform a submitter of our
decision to not file a submission as a GRAS notice within
twit business days (see section VI

570.265(2)(5)

170.265(a)3)

Add to clarify that FDA may eontact a notificr with
questions aboul their GRAS notice [sec section V.J)

570.265(b) 1)

170.263(b) 1)

Amend 1o extend the 180-day evaluation timelames by 90
days up to two times on an as neaded basis {see section V.J)

570.265{(b}2)

170.265(b)2)

Amend to state that, if a second extension is needed, we
will inform the notifier in writing no later than the end of
the initial 9-day exiension {see section V.I)

570.265{b)3)

170.265(b)3)

Amend to clarily that if FDA ceases to evaluale a GRAS
notice, we will not consider the mandatory GRAS
notification requirement 1o be met (see section V1)

370,275

170,275

Amend (o reflect the change [rom a voluntary W a
mandatory submission requirement for GRAS notices and
combing the mformation in @ single paragraph {a); amend o
clarify what information we will make accessible to the
public in FDA' inventory (see section V.K)
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Proposed Regulatory Section | Proposed Summary of proposed changes (cross-reference to section

in Part 570 (§) Regulatory of this document that contains the description of the
Section in Part privonsed revision}
170 (§)
370303 170.303 Add to define “Cease to evaluate letter,” “GRAS.” “GRAS
notice.” “Insufficient basis letter,” and “Submitter” (see
| secticn V.M. 1)
F70.305(a) 170, 305(a) Add to describe the substances that could be the subject of a

streamilined submission exception from the GRAS
notification requirement {see section V.M.2)

570.305(h) 170,305 b) Add to provide that a streamlined submission is not allowead
if the use of the substance was the subject of an insufficient
basis letter or a determination by FDA that the substance is
rot GRAS under the conditions of its intended use (see
section V.M.2)

FT0L305(d) 130,305 (d) Add o outline what FRA will do with streamlined
sibmissions (see section V.M.2)

R I N2 §570.205(b) (1) IcBh#E L T, A XEEMW AR OVWTER2RkD 2, 20
fham e k. DARTIC FDA ~ 2Nz 7 — 2 22 #H L GRAS JaHiciladitbc & %
%EE?“%E%%’?@%%U (21 CFR570.215 #£08) g o213, Bk GRAS o 4 v
NV MY CBICEET 2WE I oW, REOFIE (fl - ’F‘ﬁlﬂﬁftén@b%ﬁﬁwf GRAS i
Hj@k.'ﬁ)% F2RHBEERNE VNI BDOTH D, FlxiE, ZNICEYTHRILE LT
%b%ﬁﬁﬁﬂﬂ%’,’é’:r@ﬁ%k_\# BRICHE R L L 2 — % ZH L 2 HF 0B AR GRAS EH T

MmO T HEE B 2865, 2D X5 Effd GRAS Ftﬂfvﬁmt%ﬂf:ﬁﬁ@&:%@
%@“Z@d_mwex EEPECZHBAERERE T OND, $72. FDA icBLCfEHFEAD
7 — 2%, Bz B HEEl O GRAS JE IR AGA a:r[fm@%ﬁ%%ﬂ CHBEESIE S
fbd 382 I7EICONT, BERAZHEET S, T, FDA UM AT x (] : fing
fbE N7z GRAS Jaitoftt) ot LF2. HIIBFORFE R L L X2 —DxfRe
RAaLfB25 X57%, 2oftho BAN A RHERHCBIT 2 7 —2iconwCd BRI
Nz, ZOYENZEmR CEREEOFEMIcOWTIE, AXEHEDOL I 2 v VFE2 %%
Xz,

Fx oHHI (§570.38(d) Tl H2YWHDHEHICOWT [BEREN ] 25 ET 5 2 L 24
23R8k L 72854  FDA 13 2 O FICBE T 2 oA 2 4T L CiREFT 2L 2 I nTnwb
AHAIZIE, §570.38(d) 2 HIRT 3dDTHB, b FHAEM~DHHICOWTER T%E’T
DODHZEIZ. ZDFERBMEEMEIOEEICE T2 TcH 2 (21 CFR Part 181, Subpart
B %#%), b P HEM~DEHICO W TR YE X, 1977 1Y IFHTE% & L7z Part 181
ICINER X 7= (42 FR 14302, 14638-40, 1977 463 A 15 H), [FIKfic, FDA (3 Part 570 %
IELT§ 570.13 Z:E0n L. B ER UMl o8& I 513 2 I DT Part 181 ©
BRI %A AN (42FR14091,1977 43 H 15 H). Z LA, Fex 25383 L T 289
Mg ~OHERICBS 2 HAETO &R IZ, REMFARNCHE T EZXAF A VY ROAF VA VE
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RS b Y v L5 (ED e £ 3 v KEHEWE) o 02 TH 2 (48FR 16748, 1983
F4H19H), brWHOBHYHEG~DFEMICHEE2Z T T2 L TRT 22 & 2HA
Y3 25H13. CVM (BER) OE T A —1LT FL R (animalfood-premarket@fda.hhs.gov)
CHHE L. ZORMICOWTIH#ET A2 LELRD B,

2. Part 170 123§ 2 WA TR 2 cRIEER & 13 B 7 5, Part 570 i 4 2 IEXK

Part 170 & UF Part 570 1o 9" 2 A8 B 523, #5509 72 GRAS Ja (il D@ ICBA L T b T
W72 %, Part 170 DWIE X 13 §170.205(a) TlE. §170.3(e)(3)Ic k> ¢ FCS DI i#
AT 2WHOMEHSEF IO WT, BN ZATH Z & L TFCNICE XL TWw 525, Part 570
DYIEE N3 §570.205() ICIF T DL F & TN T, Tk, FCN #lE2 e FHE
mICFHEL72d D Th 5720 Th D, Fx OHAI (§570.210) Tik. GRAS mH o fEH %k
BHUE T2, FDA oBIfTHBHERIcADLE THMNEZRFTODDICT L2720, §
570.210 oIEZE T, (BRI (HFV-220)] % [EWMERE 3 ICEH I 2 L
WO BT AR BIE AT 50 F 7o, BHRSEAERT % & BYEERY 2 Pl D Y2 | HURERIC X 2 4
HhbA v 74 VRE~OBITEED TR Z Eh b, RBICHET 2RITDERE2S%7-
. GRAS iz 3 2 Hiic CVM o BEYIHERK 2 #R~E T A — v Clifg 3 5 X 5
HFICKRD 2 2L 35, AHUNEPRARE S NEE I, BiAfARlo GRAS it
DR EICHET 2EMEREELD Y = 75 4 P CAMT2TETH 5,

=} 570 DRIEEINEH 79— F Tld, YUY 75— bicoArBEHI N ER GBE
TN 2 §570.303 ZSMH) #HE L., %2 GRAS JEHIREFFOHISNDONRE 22720
IGEIRCE BHIBIREDA 7+ a v (§507.305 #FM) iICOWTHIT 2, 22 TRIN
3EFRLEMIL. §570.305(c) (1) Gil) X UNGv) DEZFRZ, X—F 170 ¥ 78—k FERIC
FuTe PHARBMICEHAINZ D LE—TH 3,
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Table 3 --Summary of Benefits, Costs, and Distributional Effects of the Proposed Rule (millions of 2024 dollars)

. : Lnits
Calegory E‘rlmur} L.““ : H.J‘gh Year Discount | Period | Notes
stimate | Estimale | Estimaic Dollars Rate Covered
Annualized o
Monetized T
N (Smillions vear) —
Cenellu Annualized %%
Quantified 3%
Qualitative Increased information regarding substances used in human and animal foods
Annualized ¥11.7 $4.5 3279 2024 % 10 years
Monetized
{Smillions'vear) £10.5 4.1 124.6 2024 e 100 vears
Costa Annualized %%
Cuantified 3%
Qualitative
Federal 7%
Annualized 3%
Maonetized Frizm: I'o;
Iransfers (Bmillions/year)
Orther 7%
Annualized 3%
Monetized From: l'o;
(Bmillions/year)
Siate, Local or Tribal Government: None
ETects F#;:Iqﬁ;ﬂzss: Costs ol approximately 37,800 1o §53,100 per allected small entity
05
Growth: Mong

Mote: Benelits encompass positive and negative benefils. Costs encompass costs and cost savings,

KRIRHAH 14192 SO &, K4 Tk, EROWIMICE 2 &M, = 2 FHIREE, K OH
B D BUEAMfiE & SRR 2 HEE L T 5 ARERERANICHE 5 B O IERBIEAMIfE I3, 2024
AR T 7% D E5]1 5 2 F RO B Rt R L 72354, #9 8,600 77 F v (TR 3,780
JiFn ERRTEES970 5 Fv) b7 %, AREHAOFHEE X, #6007 F o (TR
260 T Fv, ER1,330 5 F ) &7 5,

[able 4.--EC 14192 Summary Table (millions of 2024 dollars. discounted over an infinite time horizon ata 7
percent discounst rate)

Primarv Estimate Low Estimate Hizh Estimate
Present Value of Cosis $86.0 3378 51897
Present Value of Cost Savings 50 &0 &0
Present Value of Net Costs k6.0 5378 %1897
Annualized Costs $6.0 52.6 $13.3
Annuoalized Cost Savings S0 S0 $0
Annuoalized Net Costs Fir 00 520 F13.5

ez ix, ABHNED LA 0B 2 il 3 2 TRARZEICE T 2 TR T 2AER L 72,
FEFHZ BB 2 PRI AT O3, ABHIED F 7y + (SlE%ES 46) LUUTO
v = 7% 4 b CREREETH 5 : hieps://www.fda.gov/economics-staff/regulatory-impact-

analyses-ria
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Administration, 5001 Campus Dr., College Park, MD 20740), CVM I, JEH#E I L,
GRAS JaHi # e 3 2 Hijic & ¥ A — v (animalfood-premarket@fda.hhs.gov) < CVM (i
Wbz likos, MEHGHCBECHEL CWAREOYHE ICEAT 2 EMm e R 5 72
» O AR R E O &R IC 2w Tk, CVM i3 icxt L. T A — 2 (animalfood-
premarket@fda.hhs.gov) T7 — X %ikfl5 2 L %kD 5,

[0 % & DR :
RIEFRINEDOHEH X, ¢ HAKRUHYHERICHEH I W I2YEOEEE(EETH S,
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AIERIDERICH Y AHEZIT O X 5 ICHEET 5 -

Tabhle 5,—FEstimated Annual Reporting Burden!

Activity; 21 CFR Section Mo, of M, of Total Average Total
Respondents | Responses Annual Burden per | Hours
et Responses | Response
Respondent {Hours)
GRAS notification procedure Tor human 194 1 194 180 34,920
food; 170 205-170.280 {part 170, subpart
E)
Request for waiver to submit paper; §4 T3 | 58 | 58
170.39(dy, 170.210, and 170.305(cH3)
GRAS notification procedure for animal 16 1 16 180 2,830
food; 570.205-570.280 (part 570, subpart
E]
Threshold of regulation for subsrances 7 | 7 48 336
used in food; & 170,39
Total 38,194

' There are no capilal costs or operaling and maintenance costs associated with this collection of information.

5 KUK 6 1R T BHOHEEM X, [ PGS (PRIA) | (Z%3CHk 46) D
EME LA L T B ERDOTE GRAS i i B3 2 BEE o i3I EE (OMB & % 5 0910-
0342 [—fRICKAR LD LN LWE eI FHi % ) Tit, fEE T GRAS itz 3 2 &
¥R e FHESTI00 ., BHAES T2, ARt 1124 #HEEL T3, 2hbDHE
KHETEMIZ, 2 GRAS i 7’0 77 Jic B 3 k4 ofRBRICHOIWT w3, $7-, Th
HICIE, FREHADRARE S N5 E RN %8573 5 72912 GRAS Ei 253 2
T LI I BIMMBEDERMERD EFTN T 5,

PRIA ®% 15 I BT, 4 i3, GRAS WEAEFEE L RMILEEE &L ARHI 98 ol
A2, H4E GRAS 22T 2 LHEL T, TNHOHHEED S B, 9444
v FHERZ AR ERZENE L Cw B EHEE L TV A AT IcEn T KA 1T,
MR 194 1 (B A8 100 #1 + BIHIGIE ICfE S #2411 94 #1) 23e + FHEMICEI S 2 GRAS
Rt AR L. 16 #: (B EMFEH 12+ +BAIHE CfE S #2410 2EH R fIcBE 2
GRAS [ #4232 LHEEL T3, PRIA ®F 14 iIcB W<, b AR IZEMHE
D WTALICE T 2 GRASJREHHTH o TH . Z DR INIC I 180 I %2 29 5 &
EL T3, o T, GRAS JEIBFEHICHE S FEIAIIZ. © FHAEMRICDWTIE 34,920 K
M (194 £ x 180 Wit . BRI ARSI \WTld 2,880 I (16 7Fx 180 HifE]) T xh
%,

Ak, K58 ko [EIEFE 23, GRAS . TOR %k, IFBLICHIBIEG 23 Th T 5 5F
TEDVEICBES 2 Gz et 3 5 72 0 O WIFHIIRIE O:EPUBIc o T, FHill (HEEE) T
2o 2 X 5K 2 0BRHAGF 21T LHEEL TWwa, T OERAEEMHEIZ. BHER GRAS
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fa 7 v 2775 Jc BT 2 A4 OfEER, &KUY OMB EHIH S 0910-0342 O FCHER S -
FOERIEEIEE) < B 2 FERHEEME REOK 30% 3 FH TITb s LHEE) Ichown
T3, KOHcid, ¥ 30% 2 EmMTORBZENT 2 LIET 5, /iE->T, b b
FRMRICOWTHEE 25 194 120 30% 1, #7958 #1: (194 #:x0.30) & 72 %, HBREGEIC
DERERIZAEZE DA L T 2139 TH 3 720, YFEHGEOERICE S 2 KHIZ 1
RifIANTH 2 e E 2 b5, ZNCEOE, v FHARMICEYT 2 GRAS JEH % &Em o
3 % 7= 0 @ HERBGEEICHE S F AT 58 Rt L HEE T N 5,

£ A 1< B 9 2 BEAE D W ERINEE 1% Bl 1 12, OMB &BHI%S 0910-0495 (£ 5y ;
A EIE) 1cEEO < TOR BROMR A EETN T 5B, Ao Cld, RIE
O TOR HFRICHEM T 2 720, 4e%EHRIETEB)IC 51 2 TOR RO FEMIHEEMEZ Z 0 %
TEHT 5, o T, FM 7 HOMEELZNEN 1D TOR %RHFEZITH L HEE L.
Z DR OFRIEICIZ 1 472 W F) 48 Kl 2 23 % & FGAA TW %, Z 5%, MY
® TOR GBREZEIC 22> % FER £ 013 336 BFE (7 < 48 HiRE]) L HEE I N B,

Table 6.--Estimated One-Time Reporting Burden'

Activity; 21 CFR Section Mo, of Mo, ol Total One- | Average Total
Respondents Responses Time Burden Himirs
per Responses per
Respondent Response
(1lours)
Time-limiled option to submil information 967 25 2418 32| 71376
for certain substances already in nterstate
commerce for human food; § 170,305
Time-limited option 1o submit information 2 25 155 2| 4960
for certain substances already in interstate
commerce for animal food; & 370,305
Tonal £2,336
"'There are no capital costs or operaling and mainlehance costs associated with this collection of information.

PRIA DK 7 1B WT, GRAS TH 2 & OME M2 T L 72 3EEUT 1,028+ TH % LHEE
LTw%, PRIADZEK 6 1ckD5%, GRAS TH 2 L DfiHHIWID S H 94 =k v FHie b
HEmicls2boTchs e HH LTS (v PHEMICET 2 GRAS HEAHIMEL 1,885
fF+ e P AR B A RRICBI T 2 GRAS M EHIB#£L 2,000 ), GRAS T» % & OfiH
HIWICE D & FEE OB IC O W OURMEEEZFR T 2 BEOKIT DV T | [HkO i %
BMELTWwS, [iEoT, & FHEMITOWT, GRAS TH 2 & Ol HHlric O 2 FrE oY)
HomHEREEZIERT 2 BIEEBIL 966 t1 (1,028 %1 x 0.94) Th s LHE I N5,

PRIA o 10 I\ T, BRI DRETT H LARTIC BRI ELERG ICEA S T w72, GRAS
TH D5 EDMEHBHICEED L FFEDOYE IO W, FHIEE K 2.5 o JmHEFE 2 ERK
ZEHEELTWS, 72, PRIA ©% 10 Tl, ERHARFEDOHIFR N4 11T X > T GRAS
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EHIWT I NE R 1,740 tEH 5 EHEEEL T3, PRIA TG b CWwd EEh, ZoX
ST, R - M ELEEEE S (FEMA) 1 X - CEHli X ., FD&CIESS 201 5:(s)MH
ICHDEMEERICEA S NPE S E TN 5 A, ERERINEE - FHE L 2 ftho M5 <
I X D GRAS Il d G E G5, shEFEoBlNd» b, R OMETHLARTIC BRI
RLEFGICE A XN T, ERFKRDOHEMZK A I L 3 GRAS EICH D% GRAS TH
5L FRINDFFEDOYHEICOWT, 1 DDOMEEDS 1 HFOHGEZITI DD LRET %,

o T, BIEFOREIL 967 (Jhi7 L7 GRASHEICH I% GRAS TH 3 L FiEI 2k
TEDPE IO W THF 2 2 [1&H 966 %4 + E(FRHUEDHMR <F 11 X 5 GRAS
IEICEE D% GRAS TH 2 L FIRI N2 FFEDWEIC O W CHIF R HEM T 2 MIEH 1 £4)
LEHING, 1 DDREEER 1,740 EICOWT 1 FOHEEEZITH LHEL T35, &
FIEEZFE LT 25 fhollIE (HEE) 2iRINT 2 LHEEL Twd, 2R, mEBlo
MEAT H AR BEICHNELERG ICBE A T Tz, ERFERDOFMFR Y2 vic X 5 GRAS &
ICEi o % GRAS TH 2 L FiRINBEEDOYEICOWT. 2,418 #:(2,417.5 k%410 E1F)
OHFENEH I EEE IS (967 [HIEH X2.5 ),

PRIA (FeMEIHIFESHT) D 10 iICH VT, FD&CESF 201(s)GeicHO & | Rig&HHI
D AT H LARTIC BEC M @R 1B A X LT\ 7= GRAS TH 3 & FIRI N 2K EOWE I >
WCHIEE M B D ic, K9 32 R (315 i 28] 0 B 239 3 L #EE LT\ 3 (PRIA
T, i X 7= 5 IC X, B © GRAS JgH (180 IfE]) 123 2 K 10% %> & 25%
BYRETH B LIEL, ZDOHIETH 2 17.5%% T, IR & h7- 5D HEfF I 31.5
R (180 HERE X 17.5%) #3423 LHEEL T 3), it - C. T OIEHICHE S &l 77,376
W] (2,418 fF x 32 Wift]) & BEHE 2, 2N b O & /- g IR RE T T
D, BB ONEFTE 1 ER AR TS 5720, COAHIZERENLbDICKRS L
Ezibisd,

Y D 62 tkoRIZEE X, BHEFRNCEI 9 2 GRAS 2 7 — & XD W T DSl Il ic o
%, GRAS & XN 2K EOVEICBT 2 N0 HEf 2T o T2 LiEEI NS (GRAS 27
— Z 2D WTHE W 2T o 722135 1,028 #:H Y. 2D 9 b 966 thid e F HANIC
BI9 % GRAS 27 — X ZDMHHIWICHE D&, GRAS & X1 2 FFEOYIE O i H % HEfif L
TWw3), PRIADK 10 IZH T, KEIEH E. RAHRAI O MEFT H /T BEICH @R I A
INTW/z, GRAS 27 — 4 2D HHIWHIc IS GRAS & SN2 FFEDOYE ICOWT,

H 25 HFofmt T 5 LHEE L T2, KEIEED 25 R 2 ¥ 3 2 L IET 5
&L BT 155 1 (62 #: X1 #4729 2.54F) 17 3 L HHE 5, PRIA 0% 10 TId,

BACHBT O FETT H B BEIC @R ICE A S LT w7z, GRAS R 7 — & 2 o filt I i< 7
< GRAS & INFHEDYEICBT 2t o%Efiic iz, #9 32 REfE] (31.5 Wil %2 Y) Y |
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) #FEFT2EHEL TS, iEoT, ZOWEFNCHES AHIT 4,960 B (155 fF % 32 K
M) THaEHEINS, fliFLInBHEEZITI & v oERE L. B ofifTH 14
HoBRFHAEETH 2720, ZOAEBIZ—MHRYDIDICHRZ EEZOLNS,

HRIERICE T 2 B Z2HEFRICRITINS 720, OMB X, FHHIC X 32 E % reginfo.gov %
WBUTHRINT 2 2 e 2L Tw 3 (485 DHZZR), R TORRICIE, ML HRINE
DUMEZIHEL T 2 L ED D 5,

1995 = —o8— 7 — ZH[JEE (44 U.S.C.3407(d)) %857 L. A IZABIAIZE OFEHUINE
HE% OMB IR L, BEA KDz, b DOIEHRINEE X, FDA DRI % AR
L. OMB HEHRIEE 2 A&Z L, 2o TE 5 £ TIIFERL &\, FDA X, T
NHDOEMFICHT 5 OMB DAEFRICONWT, ~ICBWTAKT B,

XLE %

Ba i, KRFsESE 13132 SICED b 2 JANTHE W, AR AR 0T L 72, Z OFEHE.
AHHNIZIC X, B, EABUF & &I & DBIR, BT &BIF L ~ VIS 51 5 MR M OE
DB LT, FEN» DEENEE 2 KITT X5 RBERIEE T T &
L7ze fEo T, ABANCEFRAHESCTERI NS ELER LOME| 24 BORIE E
NTELT, ZofER L LT, @B FRICBHT 2 EOMESHEDFERIIAETH 2 L i

%F/FE‘O“ bj f: o

XIL. 4 v 7 4 7 v EBHREBUN & Ok &k O %

B2 id, RESE 13175 FITED b L JHANCHE - AR Z 04T L 7o & DFER,
REWNC I3, 1 OUTBHD A ¥ 7 4 7 Vit BB 4 ¥ 7 4 7 itk L B, 5
BT & 4 27 4 7 2 b ol 51 5 HER R CEHE ORI LT, RE
OE*%E@&?Z%%&&&?J: 5 &E&%&ié\i n< b)ﬁb)k%ﬁiﬁga:ﬂﬂ“ﬂ‘ﬁbfzo FDA /1. zlgjg/a
HIZRIC X 23BN A V54 T VEEICRIT LB B oW, SO YE 2o 0EE
ERDTWE,

X1 &% ik (%)

HREBFHFHDO Y X b

21 CFR Part 170
AT R DT IO Foofe %
- BN
- TR O RLER R RE O B
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21 CFR Part 570
- B EL
- BV B
- RN
- BT X 2 A A

- T, EARMER NSRRI CBMER SRR ICRTE S N ERICHE S X, FDA X
21 CFR Part 170 Jx T~ Part 570 ZLA T D & B O IEZ KT 5

PART 170—& a5y
1. Part 170 OBPLLECIE, 5l &g UL ToLEh &5
FR#ZEC = 21 U.S.C. 321, 341, 342, 346a, 348, 371.

2. RBLZU T LB KIET 3
PART 170—& WPk C—fkic ket Zo b5n s (GRAS) ¥'g

3. §1703 ZU T B O KIET S ¢
a. mEARET 3 5 k°
b. (p)IEZEINT 2,

WIEREBMONEIZULTOE B TH S :

§170.3 T,

(m) 8] ICiZ, & PSS, SnEMYG > O BEICBITST 298, KUY HE M
aE¥Enhbd,

k ok ok ok ook

(p) [Fxix, TAxD, FAc %] O [FDAJ F, KEREMEERSRZ T,

4. § 17030 ZLATo & B HIET 2 ¢
a. (QHQ)ZYIET % 5
b. ()EZKIET 3 ;
c. (HEEWIET 3 ;
d ODEAHIET 2 5 K
e. D) KR UQ) %EBIMT 5,
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SUEM EMONEIZLA T L 50 TH 5 ¢
§170.30 —ficLaL B dinsd (GRAS) & L ConHDBER M,
(C)***

2)1958 £ 1 A 1 HUATICBEICHH S T2 EIc 2T, Z O HE S 3T
ELTRENTITON T 258 TH o T, Y HICBI T 2 #Ec B o s, AR
201 S(WHDOBE ICH T 2 BRI N EHEHE T CUEMERLETH 5 Z L 2 TitT 5
bDOTHNIT, UEPWEIT ke ThstBwond (§170.3G0) b 2MH), KEH T
b7 1958 4 1 H 1 HURT o &I E T 2 B IO W Tid, AR I 2B
Z Dt DEHRIC X o TLEL T 1. 2200 Yk E O o Rk K R % B AT 2, o7
L 72 B D EHIE 2> & DIEFHIC X o THERE S R T id e & 7 v, YEWE O o 2 4& K
PRI ESCEL L, 220EM T 2 20 ICfHH I 2 ERIE. —ICAFARETATER D
v, Bl MM OREENE L ZEICB WAL ATFAHETH 0, 220, KENDE.L
EHT S RHARPEDICAFTE 2D THRITNIE R D R,

(d) RKED v— 1} 18212 GRAS & L Cig#Eh T3, XiI-¥v—F 184 #F L L (Z-°—}
186 ICHWT GRAS TH 2 LR I N-BMKT T, BMICB T2 ER I ALH&RICE N
TRICKELRDON2 2 TOYWEZHHEL T2 b Tk, BRI N &M
R LT, EEMEEROBEES 7% 25, B IZEROFFEICEEL T (TRIE
TEAEMICTPHEING) MERSEIEET 2729, GRASTH L XD L) PEoET%:
KED—+ 182 ICFHH L 720, »S— b 184 XIS — F 186 CHERAL 7=V § 5 Z L I3HIE
FCld7Zev, 1958 4 1 H 1 HUETICKEIC B W OREBNREO -0 I A HE S L, BE
REEPALNTE LT, FHMUANC TR Tz X 5 B O To &AM S h, »o%
2 EOEEIEDH S ATV e WRARD Y R B X, #H . KDY — | 182, 184,
X3 186 ICEBAMIcEEH I TR Th, GRASTH B L RAI NS,

(e) GRAS 27 — X A DR, NIZBEBMIA T — 2 25 L L IR AT — X 2Dk
Eld, T, AEo §170.35, 170.38, 180.1, KX 181.1 icfit» TH Y bR T niE s
57\, GRAS 27— X ZDffER I, AED S— F 184 Xt S— 1+ 186 ItV TAKI
TR S R,

() »2PEH», GMP DAOHIRZ Lic, KAEDN— 1 184 Xid-¥— 1+ 186 ICHW\»T
GRAS T& 3 LRI =56 ¢

(1) = DR, MEWE D GRAS 27 — 2 ATERDOBHLL L CHANCET#EH T 1
EMEELCEALRVRY . UEPWEIXTGRAS TH D L AT NG 5 Xk
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(2) HHEHEPE LS B 256 Y2 Z o233 25b 0 & LTEILT %
ZLlFTE R,

ko sk ok sk

5. §17038 ZLA T D X 9 IcRIET % -
a. ()THZ QUE
b. (b)HH~DE AL DEN 3
c. MIED) 26 () DWIE 5 K
d. (O)TEK (D) HDUIE,

WERTBIMONBREIUTDOEEYTH B :
§170.38 FELAINY) D 5% 24 14 o H 7

(a) FDA IZ. »2VEBZ OB NG MTICE W T GRAS Tidk ., 208
BN DEED RIS N 2D B ICHZY L LW 256435 %, FDA 23, &
ZYENEMINFEHEETICSCTRMMIVICKS T 2 LHMT L 256, YPE
MO DSBS A X, ARKE 409 Fo@ %2 5,

(b) Az <— |} 182, 184, X% 186 IcH\»T GRAS & L TINE X IFFER T LTV 39
BicownT:
(1) FDA i3, HODFEIC X Y, NIFERE =P 10 1IHEDI AT DFHDOHTIC X
D, UEWEREM X NS T IC BT GRAS Tl 7Ze <. ARES 409 &0 % %
F2EMBMYITHE S LW 2 L RRET 2 @M B EMERICER T2 A TE S,
HIAZCIC I3 AR § 171.130(b) ICFEE S N 2 B OBE T — 2 R OMEHRO T2 & R ITh
X7 57\, FDA (3, MO E L 722 ThF — &2 R OER % 2o E BIH Y = o HET
TR 7 740 LCTRE L, S EROBHICIZ, WEA, BEROHE, KOHE OR
oW % LS 5,

(2) EFEHO@EHATIE, FIEBBRENT — 2 L OERZBE L, RO/ IO srE
AL CERZRECTE 2 60 Hl oMM 2% T 20 e 35, ETCOEROELIL, &
EMR OB CHEERRETH B,

(3) FDA %, Y4EWEIBER SN FicswT GRAS TH % 2 & 2T iits
HND B BEHLRE L T B LA 72354, BYICIG U T, R&E S —F 182, 184, X
1% 186 D BEMIH & &I X 1T FEIET 5,

(c) GRAS JdH IR L, FDA 25 §170.203 ICERI N2 Wik m L L X — 2 FAT L 72WH D
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FEIC DWW T FDA 1X § 170.265(c) IcFE0 & EAIF (§170.203 ) ikt L, £ © GRAS
ICBE AfEERIC O WCTHE 2 BN T3 2 LA TE S, 20Dk, FDA 24 WEIIERI L
7RIS T ICEB W T GRAS Tl & HWT L 2854, FDA 132 oIl ORIl E2 AR L,
IR LL X — 2 HH I T b0 L35,

(d) KD DG)EXIF()HEHDONR L 2 b WYTE ORRICOWT, FDA 234 EYE I3 E
B X N7 T IC 30T GRAS Tld e & L 72354, FDA 3% OHlr o Bl % 28
KT2b0LT 5%, FDARZD XS HHWiAITo T vl BEEIT, YEPWEIEX
INT-HEHEHETICEBWTGRAS THB 2 L A2ERT 2D DTlEAR W,

6. §17039 ZUT D & B Y KET 3 -
a. RORHLZHIET 3
b. (QHDEAL ZLIET S ;
c. @), (a)IH(©2) (@) Fr (i) ZeKIET 3 5
d. (TG ZHIRT 3 ;
e. ()THA) % (Q)TEQ) 1Y EF 3 5
f. (b)IHZKIET 2 ;
g. (QHDOEALZWIET 3 ;
h. (QHE2)2>5(5)E TRWIET 5
L (DEXRC(e)HEWIET 2 ;
o (DEEHIBRT 2 5
k. (g)THZ (HHEICKEY EF 2 5 RO
L (WIEZHIFRT 5,

BIEZRDOBUEIIU T O LB TH S -
§170.39 RS RMEMPIE L LCliH X 2 BB T 2 BfloRfE (TOR),

(a) BB EAYE E LRI N 2WHE T, SHlloBEZ TR 2 L TRED
RS & 7 2356, BRI L L CoRFIXIZ §170.205 135 < GRAS @AIE{;:D
WH» ORI ENE, BL, LT 0L THAICRS ¢

(1) LEWER e P XBEFCBCTREPAMMETH S L BARINTEL T, 20,
UHWE O LARE T DSERPAMME TH 2 LS EHP W &, 72, YEWE X
RBAMARMIZEE L CEALAV ARICERT 2 5ATH > Th, BIEGRIcHE S
T2, X FDA 23F AT RE 2 18 MR N 535k I B O < TDsoflifs L < 132 ofth o F
EEACCHELAZE, RKE1 X274 1HY29 0025427077 L20HEBTRHE
HICIFIET 256 DEESA Y 2275100 o 1 282 3 X 5 BB AERHY 2446
LT by, (REICEWT TDs & i3 o8 /i & 2 JE5 & ik L 72 £ T,
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KRB D 50 ~— € v M AR FERT 2 REGRBEIET, TDoMEE 1 $ 0741 H
B720 625 IV /7L THIZYHEOLE, REIPOOEMEAKEL Fu s 74 -1 HY
729 0.025 =4 7027 nThiiE, FEESALY R 21100 FHO 1 KECHET 2, &
BYVE IO W THILD TDs fH R SCHATHE ST 256, FDA 3FRICHE VT,
B A0 e A% TDso AT %, );

(2) MEWEIZ. UTOHHICL Y, 2OMMo@HEXZLe FoBezdCagiRn:

() ML ZRoTWwaHICK Y, BREREENESAELI Fv 74 -1 HYAY
0.025~4 2787 LU TR ENRINTVEL, XIiFFDL5 ks PHINS
7=% 5 X,

Gi) MYFEWE IIHE. BR~OBEERNCOWTHE I B, BRI n-FHI
ERT2E8EH2 S OEIED., FDA ORFRICH 2 LT — & Xix % DoY) 72 [§ 8RR
CE o THREINZHA—HEIE (ADD) O 1 X—t Y FUTTH B0 5 KU,

(3) HEZMHE DML, BIRICERZZEZ KITI R\,

(b) RIE() DKEICIE DT, RESINALFEHPLOREE LD Y 227 % b 72 b 3 AlfEMED
B3 ERTIERBELN TV EEA, FDA ZGRONS52IER T2 2R3 TE 5, &
Prft 5 %2R 3% &9 FDA oPEMEIZ, BNy & L CoRfIXIZ §170.205 i
< GRAS BHEH» DWE O % fbRT 2 X 5 L 728& i+ 2% FDA olFicE
WX N 5,

(c) BRFIMYIE L Co#HINIE §170.205 1ck-5 < GRAS JaH i o WE o i %
Fubrd 5 X 5 FDA TR 2 HGHICIE, UTOEREZED TN RS Ay (FREERD—
FASMNERE TS 2541k, RED §10.20(c) (2)icft v, TERMDIEMHETH 5 T & HHER X
N7 R Z R L AT TR b n) ¢

(1)***

(2) LEZHE ORISR ICBE S 2 SRl S
(3) ‘AP & L < OBIHIOERIRI 2 K 2 B 23, HEWE OEIC X 2 Rt
HIECHEES T H, E 1 ¥ 705729 0025 w4270/ 70U TFThdticdhd

Do, Te b, BRERBIZCEEDSTE -HENE (ADI)) 01 X—% v FUTTHHH
FIN R OEHEESRINYIOFEHZES 2 10Hh 3D Ico T OWERER,
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(4) YEWEOREIN-FEHICERN T 2 B8FERHIIEEL FDARMET S 2L %
AlREICT B F— &,

(5) MEEWE I N2 OARFPICBE 3 2 BEE O #E A I E R O /TG SR U E B 5
% Z DERIZ. BI%E R AR ER & iz &) 2, UL LS E D F A
PHEE L 3B B YE CTH 3 LEE ) EMORIEH 208 9 hERRT 720 ICLE
TH 2, AP 2 C ofEOFRIL, A O T NDICHEBIAMERD 5589 2,
TR AINED B B HE . AG(@QEMICEV1H, RE1 2774570 0.025 <471
75 LDBRCEFRICETINIBOEENRAY 2272100 HHD 1 KilEThdHhE D »%R
T-DICNETH D,

(d) Ao EHEIND 7 — 213, FHHIC X 2 RHEO GBI b T 2 54 2R
ELEPAVIAVRIEEY 2 -V 2 U CEFICRI L 200X 5 v, REROHEE
¥, Food and Drug Administration, Human Foods Program, Office of Pre-market Additive
Safety (f£F7: 5001 Campus Dr., College Park, MD 20740) %8 CIZffd % 2 &,

(e) FDA (3. Y B MY & L COMB ORI & 72 5 5>, XiF §170.205 i<k
3¢ GRAS BIHEHEONRIN L 7 2D ICD T, BHEZIGEAT 5, BFHFEHIEEER
HIHIR & 2 2BMEM T Cd 2 HIc o wWTId, DEAEHR] BB h 3 HAoNRE T
7253, DEIFHAIE] b idd S nm v, FDA X, BEEMYE L CoMHI X §
170.205 1235 < GRAS EHEF OB BRI S N ME R 2 OfEHICBAT 2 ) X+ %
MEFFL., —MRICABHT 2, i) A PICEBERAREEN Ry, 2OV ATk Y, BERE
1. YEHGl O T CEARI E S hTw s HRoBEEER X 5, 72, BIfRE L. FDA
DRI % 2% (HFS-200), 5001 Campus Dr., College Park, MD 20740) IZ:##&3 %
LT HEHRNMIED YV A FOFELEZAFT LI LDARETH S, BRIET A XV b & db
BT 2HBEICOWTIE, FDAIC X 2 [ERAFERL] L oYW, K% Ol % H5ZfT
J 2R (FFEEEOBREE T A XA v FicEERE b D) b, RES 25.51 4(b)IH2) ic ko
&, EHEEMEALEE CCRoBE It g, BRFIPEEIXIZ 170.205 1cio<
GRAS JiHZ:2 b ORI Ko 2 HEICE TN EHRD 9 b, FARIREREROE
LIRS 2 55K IZ ARESS 20 H0IC0E 9 1A BIE O FIEICHE o T X 2, B M,
MAIHEEME OB CRERE L IZMBIEROERICHY T2 7 — X LOERIZ. AES
20.61 SL()HICH D E | —B~DRTRHRE X5 %0,

(f) FDA 23, Bl o @RI & L2 E o BFFH I BRI ZEICRM 2 s 5
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L5 EERTHIERE AT L7254, FDA 1320 E 2B+ 2 2 L 235 5, YW
BICBIL CAFRERTEHA. IRE I N7z HiEkICE 1T 52 GRAS iz B myEfl s o o
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