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# 21 fi—& 5 R CEZEKS (TITLE 21—FOOD AND DRUGS)

% 9 E—EHA R EK S E(CHAPTER 9—FEDERAL FOOD, DRUG, AND COSMETIC ACT)
% 11 #i—E3%(SUBCHAPTER II—DEFINITIONS)

%3215 E#H ; —#%(8 321. Definitions; generally)

Z O¥EAE O A _E—(For the purposes of this chapter—)

(2) (1) HFE T 13, ZOEEOSE 372@FDREDOIHEA SN TNDE bOERE . AREOTEOM
SUTHEN, am BT, ROV =L b Y 2N 2 BT 5, (The term “State”, except as used in the
last sentence of section 372(a) of this title, means any State or Territory of the United States, the
District of Columbia, and the Commonwealth of Puerto Rico.)

(2) AR TN 1, AREOTEOHEN UIBHEMZEWRL, an ETHIIREEA, 7Y=/L hY 2
PN e OV JE A 2 Bk <, (The term “Territory” means any Territory or possession of the United
States, including the District of Columbia, and excluding the Commonwealth of Puerto Rico and
the Canal Zone.)

(b) FFE THER@ERE) 13, OEEOMSUTHEN L ZOEZE OIS L ORI TOmERE, KUN2)=m 7k

BITR N SUTSTIEREBE CHRal S LR WMEBE O OO MEINNTO @G Z BT 5, (The term “interstate

commerce” means (1) commerce between any State or Territory and any place outside thereof, and (2)

commerce within the District of Columbia or within any other Territory not organized with a

legislative body.)

(c) FHGE [AMEMEAEE | 1T, REEAEE 2B W3 %, (The term “Department” means Department of Health

and Human Services.)

(d) A MAEEAE EE) L, RERIE EE 2 EWT %, (The term “Secretary” means the Secretary

of Health and Human Services.)

(e) FHFE TA) X, A, 642t &t ROWE 25T, (The term “person” includes individual,

partnership, corporation, and association.)

O A Tadh) X, OABXIZZEOMmOB O R UIEHIER SN DB, @QF 2 —F T Ah, &

CE)ZFD X 572 B O ERICHER SN MmE # BT 5, (The term “food” means (1) articles used

for food or drink for man or other animals, (2) chewing gum, and (3) articles used for components of

any such article.)

(g)~(p) : AME

(@ (DA BEICEET 2HGERE . HEE RS 1, MR AR s A BANE[US.CA8 7
i 186 RUTFIDEKRICB T D, H2BETH L, LEOMEEZEW®RL, 2O X5 REBEOLTOR
Oy B ORIEPEAL S & B T, IEREOTEOMOH BTN, 2O XL 5 REWICK T 5 HiE B
) E, BACER SN D L E oMb F L RO m B L &2 5T, (Except as provided in
clause (B), the term “pesticide chemical” means any substance that is a pesticide within the
meaning of the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136 et seq.], including
all active and inert ingredients of such pesticide. Notwithstanding any other provision of law, the
term “pesticide” within such meaning includes ethylene oxide and propylene oxide when such
substances are applied on food. )

(B) BRI L T, AR, v A VA, BEHE, AW, B, RO A S L) A L, E L,
BIRL, IR T 2 - OICQAICHET 2 H 2B ZEH 5561, Ao . LUF 2356 H
X% : (In the case of the use, with respect to food, of a substance described in clause (A) to prevent,
destroy, repel, or mitigate microorganisms (including bacteria, viruses, fungi, protozoa, algae, and
slime), the following applies for purposes of clause (A):)
QW FoX5 %A G AAOZ L) BT 2HE BEEFWE] oFERIE, b L, BE¥ENL
HEO TR RM A, G2, IRSET LB, UWENZO LD M G« Lito TS
SOZE) OEDICRAMICHASNDEHAE, UILZHEN, 2O L5 2HH GRAf : Lo TR
DI L) OIEDITHERL T 5KOPIZFENDHEE, YEMEEZEER, L, Yk
WEBIRIE=T L IR T r L Th - T, £ &5 2GR : ERLo TS D Z L)
DO RMICEA SN LA, YEPEITIZORIAICL D ZO X 5 RERO LRI SN, b
L. MEWENR, UTOLIZ, 20X 72H G : LERROTRMBHDZ L) Ol=dlzdhH2HRM
TREEMICHERE SN D256, X3, YWERZO X5 2488 Gl Eito TisaoZ &) ol
DIYFZEEY) & BT 2 KOHPICE ENDEEE. YEWEIL, BRI Sh72v @ (The definition in
such clause for the term “pesticide chemical” does not include the substance if the substance is
applied for such use on food, or the substance is included for such use in water that comes into
contact with the food, in the preparing, packing, or holding of the food for commercial purposes.
The substance is not excluded under this subclause from such definition if the substance is
ethylene oxide or propylene oxide, and is applied for such use on food. The substance is not so
excluded if the substance is applied for such use on a raw agricultural commodity, or the
substan)ce is included for such use in water that comes into contact with the commodity, as
follows:
(D YW E Mm% G X5, (The substance is applied in the field.)
(ID SEZWE R, WFR SN BRADBKRINTIEED T2 Ch A ERAER CE M S, 2>, YiziLs




B, HEAERORMTEED E L TOREEEZROVIFEICL DO THH(ED LD RIFIETED
KO IRBEE R, Uy 7 AT, ER ROVEET 50 % 5 1), (The substance is applied at
a treatment facility where raw agricultural commodities are the only food treated, and the
treatment is in a manner that does not change the status of the food as a raw agricultural
commodity (including treatment through washing, waxing, fumigating, and packing such
commodities in such manner).)
(I0D) MEZE N, 2D & 5 R BEM O YRS & 2 0 X 5 Ze ik & oMo PIsEH Sn b,
(The substance is applied during the transportation of such commodity between the field and
such a treatment facility.)
() DX 5 7%h) G AROZE) (2B 25 TREWEWE) R ITIT, b L, YxhE
P2 OEFDOH 348(MO)FRICER SN TV D EAEMME TH Y | 73>, LUTFORIDOWT A
FET LA, YW EE S E 00 S EN, 20X 5 72EH Al : RO TSSO &)
DIedIZ, L EMEMEZH T2 5H2WEOHTIZEEN TV DN, LMK DI 72 5 DK
BT ORI R R AR OZ L ZBH L TV UEWEN, 20 X5 2R G Lito
TR DZ L) DT, HAHAENEMEEZR T 2H2MEOTICEENTEY | HEMEDH S
EALORENIB D THEBE IR 2RO Z L 2B L TV DA, YA mEEilm L gy T,
URWED, TO XSGR EREO FRES DO Z L) Odic, REEOTICTEEND,
iz, FO LM GRMH . ERROTHRESDOZ L) OF-0ic, BEEOREICHEM Sh 5 (Y%
WE N UL AR O ORE ISV CTREGRI IR 2RO & 5 vy, H L, L TFo
RUEOWTNHIREET 25013, Y RGEMMEIL. ZORIMICEY. 2O XD RELRI LS
SV HEER, FO LSRR Gl . RO TSRS D Z L) OfediZ, H2DFKRAX
TR AR 7 i Rl I S A (BB FICHEA SN DEAEERL) ; UL, SEmEDN, £
DX GRfl : ERROTHE DI &) OOz, & 2 AR XK AN 7o hEfitm 2 4
THHLIMEOFIZEENTEY (BRBEOPIZEENIGEEER), o, UWEN YA
BEfh I CREREAO 2RI R A2 S Z L 2B LT\ 5, (The definition in such clause for the term
“pesticide chemical” does not include the substance if the substance is a food contact substance as
defined in section 348(h)(6) of this title, and any of the following circumstances exist: The
substance is included for such use in an object that has a food contact surface but is not intended
to have an ongoing effect on any portion of the object; the substance is included for such use in an
object that has a food contact surface and is intended to have an ongoing effect on a portion of the
object but not on the food contact surface; or the substance is included for such use in or is applied
for such use on food packaging (without regard to whether the substance is intended to have an
ongoing effect on any portion of the packaging). The food contact substance is not excluded under
this subclause from such definition if any of the following circumstances exist: The substance is
applied for such use on a semipermanent or permanent food contact surface (other than being
applied on food packaging); or the substance is included for such use in an object that has a
semipermanent or permanent food contact surface (other than being included in food packaging)
and the substance is intended to have an ongoing effect on the food contact surface.)
HUERE AR AR R ANE[US.C THR 55 186 ZLL P S 5 HGE TSR OEFRICBE L,
Z ORI B HED L D RRERM LA T D Z L1dAe, (With respect to the definition of
the term “pesticide” that is applicable to the Federal Insecticide, Fungicide, and Rodenticide Act [7
U.S.C. 136 et seq.], this clause does not exclude any substance from such definition. )
(2) FGE TR EREY) (3. RN TREY XM TAEROWNRIIEREICB T 5. LT OEEY
% B W4 % — (The term “pesticide chemical residue” means a residue in or on raw agricultural
commodity or processed food of—)
A) &2 BRI WE ; Xid(a pesticide chemical; or)
(B) £& LT, &2 EICEWE OB ULE OMDSROFET E U CYEEY IR MICIFET D,
EEOZOMOFIEINT-MW'E, (any other added substance that is present on or in the commodity
or food primarily as a result of the metabolism or other degradation of a pesticide chemical.)
3) DEIEE K C@EIEFIZ» O LT, BHEIL. bL, UFOEAE, #HlEZ b - T TREWE )
i TERLEWEREY ) OEBRNO S HWE RN 5 Z &3 TE 5— (Notwithstanding
subparagraphs (1) and (2), the Administrator may by regulation except a substance from the
definition of “pesticide chemical” or “pesticide chemical residue” if—)
(A) & AR T EEEY XTI A ORE XIINEBIZBIT 25 5FEHE L TOZOIREN, L LT,
HAROBRNZ, SUMEB ORI TREY UM TREMOAERE, RE, T, U3Exiss T 2 B H
) COTEE OB DR AL D Z & D720 NBIOEENIER 3 5354 ; K UNts occurrence as a
residue on or in a raw agricultural commodity or processed food is attributable primarily to natural
causes or to human activities not involving the use of any substances for a pesticidal purpose in the
productior)l, storage, processing, or transportation of any raw agricultural commodity or processed
food; and
(B) REN., RMERAERE & Wil L7o%, UPEIE, ZOEHEOF 342(0)(2)B) &L U 346a 5
PSAD ZOERED 1 DL EOBEDOS & K VEUICHGEI SN RETH D LIRET DG, (the
Administrator, after consultation with the Secretary, determines that the substance more
appropriately should be regulated under one or more provisions of this chapter other than sections
342(a)(2)(B) and 346a of this title.)



() FHEE TRINTEREY | (X, ZORM T UTERDIREBICH 2EFEORBEZE®RT 2, ZHudid, Wi
HRFRTIS B2 RO TRV EROTERE T, i, & ., )T DML S 2 2 TORFELZE T, (The term
“raw agricultural commodity” means any food in its raw or natural state, including all fruits that are
washed, colored, or otherwise treated in their unpeeled natural form prior to marketing.)
(s) AIZE TEsbismdn) X, b L. 2O X5 RWEN, FHANZRIIHE ORERIC L0 2 0ReM a2 5T %
BEREATHEMEOM T, BENLTHREEZAZBUCCUL, 195841 H 1 HEX W ANcARBIERENT
W5 HDWEDOBENL, BRI TR E TR MICKIT 2 — IR S BRBROWTEBE L O, £
DOEMTHEAEHEOSL &L TEETHD E#EIIIRINZH DL LT, — BRI LT RNEEIT,
ZOENT DM, EEOIMENIC, EEORMOH DMMER L D, IHMERDORMLDRHEZ
ZOMDEELERIETRERE D, IIZDRI R LD Z ERERANCHIfFIND, (TEOMEL
HWT o (Ema A, [k, o NI, FEE, A, e, @ik, IRFTBRICER 2 BN T T
HOMBELEET ; KO, LEOZF0O XD REAZ BT 2TEOBNERE &), ; 27E L, 20X o7k
HFEILX. LT % & £ 72— (The term “food additive” means any substance the intended use of which
results or may reasonably be expected to result, directly or indirectly, in its becoming a component or
otherwise wise affecting the characteristics of any food (including any substance intended for use in
producing, manufacturing, packing, processing, preparing, treating, packaging, transporting, or
holding food; and including any source of radiation intended for any such use), if such substance is not
generally recognized, among experts qualified by scientific training and experience to evaluate its
safety, as having been adequately shown through scientific procedures (or, in the case of a substance
used in food prior to January 1, 1958, through either scientific procedures or experience based on
common 1;se in food) to be safe under the conditions of its intended use; except that such term does not
include—,
(1) & 2 RN TIEPEY U TR O SUI R E ISR T 5 B 2B R Y ; i (a pesticide
chemical residue in or on a raw agricultural commodity or processed food; or)
(2) B EWE ; Xit(a pesticide chemical; or)
(3) FRNY ; XiX(a color additive; or)
(@) Z ok, FEMBRAEEUS.C. %216 % 451 LTl XL 1907 4 3 A 4 A ORARELED
YUEE R OERE[ULS.C. 28 21 # 25 601 S=LLF] 12t~ T, 1958 429 H 6 H LV AIZ S 2 b B Hil#E
SUIARRITHE - T, SN DEEOWE ; (any substance used in accordance with a sanction or
approval granted prior to September 6, 1958, pursuant to this chapter, the Poultry Products
Inspection Act [21 U.S.C. 451 et seq.] or the Meat Inspection Act of March 4, 1907, as amended and
extended [21 U.S.C. 601 et seq.];)
(5) FEMAEIM ; XiX(a new animal drug; or)
6) HHRBHPEHFTO, IZTNHERAT L 2 EPNEREIND, EOBFITHEET 557, (an
( )in(gr)edient described in paragraph (ff) in, or intended for use in, a dietary supplement.)
t), (w) : B
() FEE THHEAERS) (X, ABDSAOBMIZHEAT S 2 & 28T 2L FICEY T LR DER A
EEWT S, ZhICiE, BHEBHIER T2 2 L2 BRI 2EROERLEELN, Z0 X 5 2B
fikHIE ¥ 72— (The term “new animal drug” means any drug intended for use for animals other
than man, including any drug intended for use in animal feed but not including such animal feed,—)
(1) YFEELORS N, O LI REELR, FOTUVERICHEIN, BEF S, UIRBEind
Fro b EToOMRICE L2 o b o L LT, BRI R OWRERIC L 0 B HESR S O
LR R O RETMT 2 ERERTHHMEOM T, —BRIICRMINA T ARNE I REDTHD b
DL, ZOEIICEMENTWRNED L) REKLTH-TEH, b L. £NA, 193846 H 25
H &V ATOAEE ORIV T, 1906 4F 6 H 30 B OREESEMER OCSEEORM R THD | 7o, b
L. TO L RIFRICENT, TDTVEIRDR, ZOMHAOFMECBE L TR —ORRZEA TS
A, THEMRIESR LA Snent o L3 % ; Xit(the composition of which is such that
such drug is not generally recognized, among experts qualified by scientific training and experience
to evaluate the safety and effectiveness of animal drugs, as safe and effective for use under the
conditions prescribed, recommended, or suggested in the labeling thereof; except that such a drug
not so recognized shall not be deemed to be a “new animal drug” if at any time prior to June 25, 1938,
it was subject to the Food and Drug Act of June 30, 1906, as amended, and if at such time its labeling
contained the same representations concerning the conditions of its use; or)
(2) HEEHELOBSD, ZO LD RERELN, O LI REMHEOL & TOFBMBICET2E0OREELN
RERET HI2OOPEDORKERE LT, ZOXLIBMEINDIICESTLI LD THDHN, YE
RN, O LD RPELSNTIZ, EDO XD KOS & TERAER e HiFE X BRI WO
HEhizZ 0720 d, (the composition of which is such that such drug, as a result of
investigations to determine its safety and effectiveness for use under such conditions, has become so
recognized but which has not, otherwise than in such investigations, been used to a material extent
or for a material time under such conditions.)
7L, BEEROERICE HHAIEZE U TREGIEERBICI VARSI D, (DEEKRUBED
FHEDN 72 STV RO, (DB D FEESDBIS D72 S 7T D) & T D BRI DR Tldzen,
~A TR IE~ A TR TOMAEBERT H2EEOERMIL, FTHEmAERLTH S, (Provided
that any drug intended for minor use or use in a minor species that is not the subject of a final
regulation published by the Secretary through notice and comment rulemaking finding that the



criteria of paragraphs (1) and (2) have not been met (or that the exception to the criterion in paragraph
(1) has been met) is a new animal drug.)

(W) ZOFOWEH, ZOIEHEDR 360b 5, MOV D X 5 B IR E S L T\ D Z OIEROBUE
WBWTER IS HEE TE AR X, AMUSAOEMO-o0REE LTOERZERT S, KO
BB ORFIZHB T D EERKERL LTOEHEZERT S, 5 MEEZEWL. LB OMe— D
BChHdZ EEBERT D, HHIREWIZTICEE X7\, (The term “animal feed”, as used in paragraph
(w)! 1 of this section, in section 360b of this title, and in provisions of this chapter referring to such
paragraph or section, means an article which is intended for use for food for animals other than man
and which is intended for use as a substantial source of nutrients in the diet of the animal, and is not
limited to a mixture intended to be the sole ration of the animal.)

(x) ~(ff) : B

(gg) MFE UINTAd] 13, RN TREMLADEZEORMZER L, R, INEGHE, Wk, wf, U3
YL Vo M T 2R EEORN T EEY % & T, (The term “processed food” means any food other
than a raw agricultural commodity and includes any raw agricultural commodity that has been subject
to processing, such as canning, cooking, freezing, dehydration, or milling.)

(hh) AZE TREE) 1T, GREREAETEEZEWT %, (The term “Administrator” means the
Administrator of the United States Environmental Protection Agency.)

GD)~Cr) - A%

% 11 Fi—251k & h 5174 KR OEIRI(SUBCHAPTER III—PROHIBITED ACTS AND PENALTIES )

% 331 4 %1k &h 517%(§ 331. Prohibited acts)

HT@fffé&(ﬁ% DR L 72 547241%, 21L& % : (The following acts and the causing thereof are
prohibited:
(a) AR XIIEBR TR INTODHLEORL, E3EM, EEER, ¥ N3l U BRSO M ER @G~
O AN ITEA D7D 5] L(The introduction or delivery for introduction into interstate commerce
of any food, drug, device, tobacco product, or cosmetic that is adulterated or misbranded.)
(b) MNBESEPHIC IS T DALE O RS, IS R, ¥ N3 i OIS O U TE AR, (The
adulteration or misbranding of any food, drug, device, tobacco product, or cosmetic in interstate
commerce.)
(0 MNBESEMICIIT DMER IR BER RSN TOHEEORM, EEML, ERELR. ¥ S afli ik
i O, KOOSR Z Do 7=dic, o513 L XUTH L7251 L, (The receipt in interstate
commerce of any food, drug, device, tobacco product, or cosmetic that is adulterated or misbranded,
and the delivery or proffered delivery thereof for pay or otherwise.)
()~ : HWE
(o) B ITEMBF RIS TVDILEOREM, EIM, EFEERSR, ¥ afldh | IR OEE OUEMN
W ToRKE, (The manufacture within any Territory of any food, drug, device, tobacco product, or
cosmetic that is adulterated or misbranded.)
Q) : B
G) IR E U CIRi#EE 2T DHENZ AT DAEE O FIEIT TRRICET 5 2 OEFO 344 5. %5 348
g5, 5 350a 2k, 5 350c &, #5355 %k, 7 360 2k, 5 360b %k, 5 360c 2k, 5 360d Z. 5 360e Z,
360f 4&. % 360h &, # 3601 5%, #F 360j &5 & 360cce 5k, £ 360cce—1 5k, & 360cce—2 5k, # 374 5%,
95379 % #5379 k. GF 387d %k, i 387e k. i 3874k, i 387g 4k, 5 387h St i 38715, ML
38TtM)RDHERIZ L W B ONDEEOERD, EEOHIZL DB COFREDT-OOMHH, XITREE LA
DEE T E I E LIS OF~DO T Z OFEHIC L AEBEOFIETREICB O THEET 5 & & D Xi%
FHIFT LIS OF ~DBR ; XL Z OIEROHE 346225 LSS L0 BTSN DT EOH N DE,
ZOBEIL, BilE, WIS, LT OHERNICH 2 FEOHHN T, EEOEESITE
D& O REEROINERS, XITEREROEEDOEGRZEERXITZD L S RERERERD/NEERITHR
T D2 L EELIEZDHERE 5 25D THE7Z, The using by any person to his own advantage, or
revealing, other than to the Secretary or officers or employees of the Department, or to the courts when
relevant in any judicial proceeding under this chapter, any information acquired under authority of
section 344, 348, 350a, 350c, 355, 360, 360b, 360c, 360d, 360e, 360f, 360h, 3601, 360j, 360ccec, 360ccc—1,
360ccc—2, 374, 379, 379, 387d, 387e, 387f, 387g, 387h, 387i, or 387t(b) of this title concerning any
method or process which as a trade secret is entitled to protection; or the violating of section 346a()(2)
of this title or any regulation issued under that section.. This paragraph does not authorize the
withholding of information from either House of Congress or from, to the extent of matter within its
jurisdiction, any committee or subcommittee of such committee or any joint committee of Congress or
any subcommittee of such joint committee.

(k)~(bbb) : EME
% 333 % EiHI(§ 333. Penalties )

1 So in original. Probably should be paragraph “(v)”. (F3XTZ D L (72> T5, BLH WV E%E T
HD, )



() ZOWBEDE 331 FOEK : 28| DEKX ; FEHRUIFETR I 5B /A (Violation of section 331 of this

title; second violation; intent to defraud or mislead)
(1) ZOEHEDOR 331 FOBUEICEN T DEZOZ L 1FET ORE L 1,000 R/VLLT O L,
XiZZh w089 %, (Any person who violates a provision of section 331 of this title shall be
imprisoned for not more than one year or fined not more than $1,000, or both.)
@) ZOEZOWBEFEDOHEICHPDLT, b L, EEDED, ZORITEY ZOEDARBHEIC/R-T
%T, TOXIREREIT), ITFFROUTER ST HBEEEZ b o TEDO L 3 ERK T H %A, +
D& 9 pFIE, 3EUT OB L 10,000 KA TOS4IC L, T iz 0B 5,
(Notwithstanding the provisions of paragraph (1) of this section, if any person commits such a
violation after a conviction of him under this section has become final, or commits such a violation
with the intent to defraud or mislead, such person shall be imprisoned for not more than three years
or fined not more than $10,000, or both.)

b)~(g) : &

%5 334 5 7= 2.(§ 334. Seizure )

(a) BEK VEEEHE(Grounds and jurisdiction)
(1) MEEEMEICEA SIS & & UIMBREMEIC T 2T, XITINESEPG IS0 B i O GO
FEINE D IS HPRFED 72 OIIRFF SN A I, MR IIEBTR I TV A, Bdh, B,
AHERER DAL O B I, XL Z OEHOF 3310D5, 5 344 5o, UTH 355 ROBEIC LV | MBS
WPAICHASND ZENTERWEMN, EREL UMY OEE DM BT, NEERIZI T 5 I,
NIFZDOBROEBEOR ST, [FEROEBEIE libeDIZES5X, FFEBEINDIBOE L, YHEBEHEHENTY
e AR EN D, AREOEEOHIGEFT Ld 5 EINO GREFHFTICB W TR S NS, B
PUZRE 240 72 B IEABBAIR S . LEOP LY TOHNTLEBRRIIH LT, b L, EEOHHFTIC RV
TR—OR LY TONEBBFR R SE Z OB X 28U T 2 EABHEOFHRE DMMREH TH
DAL, SOV REISR VWb LTS, o, b L, AR ZFDOL D BRFHELEOL
INRBRTIIRWESIT, LUTOZO LI RFRENBREINDI DL T D, 72721, £D &5 72l
FRi%, (A) 2D X5 REHFRN, ZOBERICL D, HOFF, ELiLOma, XIS 5 EE R
HOFREIZBNT, GREEZIFFT D, HDOFEATT 2HRORME 7> T D & & I(B) FREEmLL
BREEP WHE1TO 2 &< BE IR REAE OEEOKR B UIMBIZ LV BRI NICFENS
YRR SN M EPNREFRICERTH D, UTHHREBERRINIZME DT NV RRDFFERHTH
%, XITHEER B CEZEAET UIHEE OREIRGE#H > THENTLEI THAH I LIFL
DB OBB AR L &3, W LRV, BIUCET 2 EBBHEOFHRE O, Lo & 5 ITHIR S
DML D5EITH . YiktRB R O TR S D Pt & X, MRS S D Y3%EERE O HEEICHE
SE, YUY FEBONTICE Y AESNIAEEOHIKICEH O DBEISNE b ET5, Xidhb
B R ZRIERINIZ Z O K D ITHIE LIRZR D B a1, Uikt RE 1L, UaZE i 2 0372 S MK o 34
WICHFETHZ LN TE, 20 L) 2BHPNL, (20 L 72X 0GR EEFR RGBT 728 50 & O
Mahoer b5 27-%), itz b-o T, MAMOEYRBEAIRINDIGEEERE, Yk kEDFE
DOEFBRLGINCAEEMIIE LR Z2ED LD & L, YHMRICYEEHPFH O OBE S D
H O L9 5, (Any article of food, drug, or cosmetic that is adulterated or misbranded when introduced
into or while in interstate commerce or while held for sale (whether or not the first sale) after
shipment in interstate commerce, or which may not, under the provisions of section 331(1), 344, or
355 of this title, be introduced into interstate commerce, shall be liable to be proceeded against while
in interstate commerce, or at any time thereafter, on libel of information and condemned in any
district court of the United States or United States court of a Territory within the jurisdiction of
which the article is found. No libel for condemnation shall be instituted under this chapter, for any
alleged misbranding if there is pending in any court a libel for condemnation proceeding under this
chapter based upon the same alleged misbranding, and not more than one such proceeding shall be
instituted if no such proceeding is so pending, except that such limitations shall not apply (A) when
such misbranding has been the basis of a prior judgment in favor of the United States, in a criminal,
injunction, or libel for condemnation proceeding under this chapter, or (B) when the Secretary has
probable cause to believe from facts found, without hearing, by him or any officer or employee of the
Department that the misbranded article is dangerous to health, or that the labeling of the
misbranded article is fraudulent, or would be in a material respect misleading to the injury or
damage of the purchaser or consumer. In any case where the number of libel for condemnation
proceedings is limited as above provided the proceeding pending or instituted shall, on application of
the claimant, seasonably made, be removed for trial to any district agreed upon by stipulation
between the parties, or, in case of failure to so stipulate within a reasonable time, the claimant may
apply to the court of the district in which the seizure has been made, and such court (after giving the
United States attorney for such district reasonable notice and opportunity to be heard) shall by order,
unless good cause to the contrary is shown, specify a district of reasonable proximity to the
claimant’s principal place of business, to which the case shall be removed for trial.)
(2) LiTominiE, EEOR AT, HROEBBRBICESE FBESh2 b0 L L, YHEEEHENTER
LR IND, AREOTEOH T XL 5 N OAREFRAHFICBOTHERENDS © (A) 4
WEELTHHTEOEEL, (B) HEEELOMEORER, (O) HAEERMLZ/EDBEICHEA I Xix
RO DICRE SNIALEOZIEE, &8, B, WG, 7R, ATz ofoy, D) 1+



BOMELR IIEBRR SN TV %R, KOE) EEOHER IR BRRINTWD Z o afilh,
(The following shall be liable to be proceeded against at any time on libel of information and
condemned in any district court of the United States or United States court of a Territory within the
jurisdiction of which they are found: (A) Any drug that is a counterfeit drug, (B) Any container of a
counterfeit drug, (C) Any punch, die, plate, stone, labeling, container, or other thing used or designed
for use in making a counterfeit drug or drugs, (D) Any adulterated or misbranded device, and (E) Any
adulterated or misbranded tobacco product.)
(3) : M

b)~() : &

(h) &HDOITEE B (Administrative detention of foods)
(1) &E#[R(Detention authority)

(A) #HI(In general)

BEMEELROH HEBTEREHTIMEIE, TOHEIEST, 20X ) REEXIEREZET
HDIGBEIC LY FEfi S D Z OBEMRIC L D H oA, FE, UTHETICERL SN BMOEEDMHHE O
BiEx, b L, YSEEIEREATLIEN., 20 L9 M EPHETH L TEBRTINLTH
5 EETHEHAZEOLAIE. M1 DI LN TE S, (An officer or qualified employee of the Food and
Drug Administration may order the detention, in accordance with this subsection, of any article of
food that is found during an inspection, examination, or investigation under this chapter conducted
by such officer or qualified employee, if the officer or qualified employee has reason to believe that
such article is adulterated or misbranded.)

(B) HEfEHE EE D& (Secretary’s approval)

BROHLMEIX, b L, REEHERET IIREEMHERETICRVIBEIND S HEEN, Hikm
BEARBTI2HEAICOHR, ARIBEFICLVEBEEZMELNDZ LB TED, bOEAIT, YZEZED,
BEE9~ 2 M54 ih B ML T 2 Z OB L 2 YAl o YLk C© o D56 XU3Z O L 5 7 Ik
IV EREETHIHAERE, TOLIIHEESND Z EIETE 2\, (An article of food may be
ordered detained under subparagraph (A) only if the Secretary or an official designated by the
Secretary approves the order. An official may not be so designated unless the official is the director
of the district under this chapter in which the article involved is located, or is an official senior to
such director. )

(2) BB (Period of detention)

BHMOBLMAIE, 20 AZ@B2 ROWEENRHM, DBEFICLVEBINDIZENTES, XL,
RERAEAREN ZOLO@EXILZOEREORE 332 FICL DWELFBETHZLNATED LI, 30
BBz, J0EWHBAMNETH AT ZORY T2V, RERAEEEIR. HAlZH - T,
JEEBLRFTWERICB L, ERICZ D K 9 RIEE LG T 272D OFE A2 ED LD LT D, (An
article of food may be detained under paragraph (1) for a reasonable period, not to exceed 20 days,
unless a greater period, not to exceed 30 days, is necessary, to enable the Secretary to institute an
action under subsection (a) of this section or section 332 of this title. The Secretary shall by
regulation provide for procedures for instituting such action on an expedited basis with respect to
perishable foods.)

(3) BB B DZELMRRE Security of detained article

BEOH 5 EICET2OBFIC L 2G5, TOXIRMAN, MEINTVWDHELTTILER
HTENTHIEMEND Z L R2BERTHIENTE, KUY ENETIC LS ERICBE SND Z
LEERTHLOETDH, TOLI BSOS Lb5MmA X, RERILEETICIVMKIND
FTCXITZD LD 2RI LV EH S D SEHEHMOBIRBEIND EFTONTIIBEINEE D
FETHE, T2 2FITL>ThH, YEMAPHELME LN YUEGETND, UIGEIC L > I
AR ZO LS ICBB SN L YSEHNG, BRI TIR SRV, ZOHEE, Yikih 23 YEma s o
G THHMIT, HAMFEBEOHITICNE > T, YL HDOBELFRAI T2 D LRI NDHZ LT TE
RN, FEo, ZOEFROFE 381(b)SKIT. ML AN AHM BT OMGETH LM, b DHUUFEEDOBITICHN
ST, BEMAOSIEZRTT 5 Z LTV, (An order under paragraph (1) with respect to an article
of food may require that such article be labeled or marked as detained, and shall require that the
article be removed to a secure facility, as appropriate. An article subject to such an order shall not be
transferred by any person from the place at which the article is ordered detained, or from the place to
which the article is so removed, as the case may be, until released by the Secretary or until the
expiration of the detention period applicable under such order, whichever occurs first. This
subsection may not be construed as authorizing the delivery of the article pursuant to the execution
of a bond while the article is subject to the order, and section 381(b) of this title does not authorize
the delivery of the article pursuant to the execution of a bond while the article is subject to the order.)
(4) HEMD ORI T (Appeal of detention order)

(A) #AI(In general)

DBEKICIVREEZGUONIBNOHLMEICBEL T, b LYZMLER, Z0&DO@EIZLD #
X ONALEEICED LS 2R BICKT 2 REIC2PEHEGZDNDTHA D AEEDOHFIL, i
BAHEE R B IS AT ORI TEITO ZENTE D, 20X ) BRARBSL TREHEIN TS 5 H
PINIZ, fREEEAEE RE X, FEAROTEB O 2208 L72%IC, BET 2 Yi%mn 2 R4 5 Xk
TT5b0L L, REEHERETICLDZD LS i, GRENEIE 5 R 702 oM L. i
KRR BUFEBEORE L 2 E&nb, L, 20X 57 5 HE OB PIZ, RMERUEEEENZD LS



IR AL LR O UL DO X 5 B MR XTI T LEZ S HE 13, BEaSiak TSI S LA
72 &b, (With respect to an article of food ordered detained under paragraph (1), any person who
would be entitled to be a claimant for such article if the article were seized under subsection (a) of
this section may appeal the order to the Secretary. Within five days after such an appeal is filed,
the Secretary, after providing opportunity for an informal hearing, shall confirm or terminate the
order involved, and such confirmation by the Secretary shall be considered a final agency action for
purposes of section 702 of title 5. If during such five-day period the Secretary fails to provide such
an opportunity, or to confirm or terminate such order, the order is deemed to be terminated. )

(B) FHFaiEtE DzhF(Effect of instituting court action )

(DBEEIZ L2 & D w3 2 RIRENLTIZBT 2 (ARIBEIC L 2 Mamdfaix, b L, fREmuty
FEED, MEORMOUFZMEICEL, ZO5RO@MBE XTI OEEDH 332 FIC L HHELHIGT 5
WA, #7795, (The process under subparagraph (A) for the appeal of an order under paragraph
(1) terminates if the Secretary institutes an action under subsection (a) of this section or section
332 of this title regarding the article of food involved.)

D) HAIZE AT 5 72 D Ffe % (Procedures for promulgating regulations)
(1) #HI(In general)
ZOG&EFERT 2 HHHANE AT DT, REEIE R E 1Z—(n promulgating a regulation
implementing this section, the Secretary shall—)
A) YZHAIZE A2 ST, HAKEROEE % #1795 ; (issue a notice of proposed rulemaking that
includes the proposed regulation;)
(B) Uiz HHIRICET 2B AO72DI2 60 AL EOWIE 2429 2% ; & Oprovide a period of not less
than 60 days for comments on the proposed regulation; and)
(O HBEHHIOBHFAER O 30 ALL BRI Y% mi&HiH] 2 A% 3 %, (publish the final regulation not
less than 30 days before the regulation’s effective date.)
(2) #IBR(Restrictions)
HIEOTEOMOHEIC DL LT, Z0EEEMT HEIC, RMEEEEE . (DEFICHET
LA E AT 5721 95, (Notwithstanding any other provision of Federal law, in implementing
this section, the Secretary shall only promulgate regulations as described in paragraph (1).)

1V &i—& 5% (SUBCHAPTER IV—FOOD)

% 341 % RILICEHT 5 EHE KR CEHE(S 341. Definitions and standards for food)

TREERAEE REOHBIC, 20 &5 R EN, HAE OFIGRICHIT 2ER CAERG 28T 5T
HAHHLEIFTNOTH, REERMAEREIL. AEORMITK L, FEITRERRIRY 20— %4 IT@FE4 D
H T, EEROAENRERLOEME WHOABEMRIERE XIIRHBO IO GBI 2 N2 B O
THHRAZRMT DD LT D, IEROMAIR D ER L OEEES, KOWEBEOMA 7225 558G | AREUT
BRI IE . AR SOTHERER 3, ST AN E —ITk U THESL S LTI B 72V, 7272 L, IEROER KR OEEYE
X, TR R, Arru—7 HHEE. KOA R K LTS D 2 RN TE D, RarOREOLED
LML ED DRI, REEMAREE X, A0 BROBRORE P R OEEF O L ARZIEE ., L)
YIELELIR W IE R OMREM OB EZ | + 3B BT 2 b D& T 5, EEOEGHREUIEFHE TR
TLHMEDEEOEEZED DB, O X 5 R RE I ZOLMFED LR D KR L TEE S
2b0L L, FHYOTFENRIND D LT D, BRSBTS DEEOR G UTE S OFERIC
X9 5, EEROERKLOIEELEO HBEITIE, RIEEEEREIX. HEEOFRICBIT 2MIERPRNER
I ARt 2 HRIDTZOIT, BT IS AHTEZE T B IT TR 6 RV SR IRy 2 FRET 2
LOrTsh, REFMEEBEICEIVEDOND, 7RI N, hryu—7, ME, IA o cktd2
IEROEEDOER L ORI, AE R OB R FIZBT 5 LD &35, (Whenever in the judgment
of the Secretary such action will promote honesty and fair dealing in the interest of consumers, he
shall promulgate regulations fixing and establishing for any food, under its common or usual name so
far as practicable, a reasonable definition and standard of identity, a reasonable standard of quality, or
reasonable standards of fill of container. No definition and standard of identity and no standard of
quality shall be established for fresh or dried fruits, fresh or dried vegetables, or butter, except that
definitions and standards of identity may be established for avocadoes, cantaloupes, citrus fruits, and
melons. In prescribing any standard of fill of container, the Secretary shall give due consideration to
the natural shrinkage in storage and in transit of fresh natural food and to need for the necessary
packing and protective material. In the prescribing of any standard of quality for any canned fruit or
canned vegetable, consideration shall be given and due allowance made for the differing
characteristics of the several varieties of such fruit or vegetable. In prescribing a definition and
standard of identity for any food or class of food in which optional ingredients are permitted, the
Secretary shall, for the purpose of promoting honesty and fair dealing in the interest of consumers,
designate the optional ingredients which shall be named on the label. Any definition and standard of
identity prescribed by the Secretary for avocadoes, cantaloupes, citrus fruits, or melons shall relate
only to maturity and to the effects of freezing.)

%342 & HERAN(S 342. Adulterated food )



HoHREMIT, LTOEAIX, HETH D & #4729 —(A food shall be deemed to be adulterated—)
(a) A&7, EELE 2% DR (Poisonous, insanitary, etc., ingredients)

1) L, ZORMDB, ZORMEMRICHERIREBICT D FREIED & DEBOAFEL UIHERMEE

WOTWLIEA L TWDHE 22 L YEME RIS E TERVEEICENTE, b L,

ZOLBRBMICBT XD X5 RWHEORN, W, ThaERICAERREICLAVERIE. €0

EO BT, oMk 2MER LD LA S22, (If it bears or contains any poisonous or

deleterious substance which may render it injurious to health; but in case the substance is not an

added substance such food shall not be considered adulterated under this clause if the quantity of
such substance in such food does not ordinarily render it injurious to health.2)

@A) L. ToRMEN, (bDRMTEEY SUIMTASEONE IR/ T 5 22y g ke
Y. BRI, EEE UTETH B AEIRG LA D) Z OEHEOE 346 FOEKRICBWTLEATIE
RUVMEE ORI SN =B # e UM SN B ERWEZ O TOS UIEAR LTV AEA; XiXGfit
bears or contains any added poisonous or added deleterious substance (other than a substance that
is a pesticide chemical residue in or on a raw agricultural commodity or processed food, a food
additive, a C())lOI‘ additive, or a new animal drug) that is unsafe within the meaning of section 346 of
this title; or
B b L. ZORLN, ZOEROE 346a(@)FLDERICE N TEZAETIERY, &5 RE(LEmEKRE
WEHOTWD XUTER LTV DA ; L(if it bears or contains a pesticide chemical residue that
is unsafe within the meaning of section 346a(a) of this title; or )

(© bL, ToOEMD, () ZOEROHF 348 FOFRICB W TLZETIHRVMERORBIRIM TH 5
M ENEHOTHD UIEA L TVD5EE ; XL, () ZOEEOF 360b LOEHRIZIHNTEAET
XAV B EIE S CUIZE OBWPEY) & H VTV 5 UEEAR LTV AHEE 5 LA it is or if it bears
or contains (i) any food additive that is unsafe within the meaning of section 348 of this title; or (ii)
a new animal drug (or conversion product thereof) that is unsafe within the meaning of section
360D of this title; or)

3 b L., TORMA, 2T BN T, EEORERLR, BIRMED, XUI0 S i WE Clmk S

nNa%EA, XX, b L, TORMLN, TOMEMITHE S22V E4A ; IXGf it consists in whole or in part

of any filthy, putrid, or decomposed substance, or if it is otherwise unfit for food; or)

@) LL, ZOBENEMTHERIND Z Lo T2t LW IR ICHE SRR EE 5z

H LAV IEAERNRRED B & C, FAE S L, B EN, IRF SN TV 584 ; XX(f it has been

prepared, packed, or held under insanitary conditions whereby it may have become contaminated

with filth, or whereby it may have been rendered injurious to health; or )

B) HLL, TORMLN, EEUL—EIZBN T, KU - 728 T B RAFELIMNC L 0 B L8

B DEMTH HHA ; Xik(f it is, in whole or in part, the product of a diseased animal or of an

animal which has died otherwise than by slaughter; or )

6) L L., TORMOREEND, EHUI—HIBN T, YENEYZEEICHEFE2RREICT 2 /it b

HEBEOA TR IIAELWE N LERINTWDIEEA ; XILfits container is composed, in whole or

in part, of any poisonous or deleterious substance which may render the contents injurious to health;

or
(7 b L, ZORMP, BRONIHIRBHEZRCTODIEE, 72720, YR OERS, Z ok
%348 SR~ T &AL TV A HAIUIRERICES L TV 28AIE 2 DR Y T2\, (fit has been
intentionally subjected to radiation, unless the use of the radiation was in conformity with a
regulation or exemption in effect pursuant to section 348 of this title.)

b)~G) : Hrs

%343 % BBRTINAM(S 343. Misbranded food)

bAHEIT, LTOHAIE. BEBFRIN TS LA d—(A food shall be deemed to be

misbranded—)
(@~ : LB
O) KNI AEEMC BT S BEELFYE (Pesticide chemicals on raw agricultural commodities )

H L, ZORMP, IHEORIZHH S NZH 2 BFEIFHELH R TV D UIEA L TWD, HEERE
MORMLEEDTHDHYE, 727120, 2O X2 REZBEVO YU ERAREN, TO LD 72 R2EMONE
MIIRIENZB T BT D LD b FEWE OTFHERPZE D X 5 LW E O — k4 TEE 4 e 55T
D7 _XNEREMF L TVDEAIXIORY Tk, 72720, 20X 5 RBEBEWMN. YR ERSBNOILY
HSN T, BEIEBICHES TED X S REREDINT/IFBIRFE D T2 DITRFEF S TV 25 UIPRFI S 41T 5 R
WX, R 520 X 5 R ES HERI 2, (Ifitis a raw agricultural commodity which is the produce
of the soil, bearing or containing a pesticide chemical applied after harvest, unless the shipping
container of such commodity bears labeling which declares the presence of such chemical in or on such
commodity and the common or usual name and the function of such chemical, except that no such
declaration shall be required while such commodity, having been removed from the shipping container,
is beir;g held or displayed for sale at retail out of such container in accordance with the custom of the
trade.

2 So in original. The period probably should be  or”. (X TZD X H 272> TW5, BEZ L T
THHRETHD, )



O~ )&

%346 & RRBICBITHAELRXIIABELWE AT 2FFAM ; #HI(§ 346. Tolerances for poisonous or
deleterious substances in food; regulations )

EEORMICIIN SN DEZE DAL UIHELZWEIL, TORMDEEICZD LD RWENER S
DXNXED & O I E N IERIEEYEIZ L > CTHREBECEX R WEAEZRE | 2 OB 342050 (2)(A)
FOWA L, BETIIRWERRT 2L, 20X BPEREO LI ICERIND UEED L H I
BTERVE XL, REEMHAEREIX. ZO0RMONEXITEORLOREIZHEIT 2 YikE 4 (REEEE
EEPAREEOREICNLELRBD LREE THIRT 2HBIZAHT200E L, TOXIIZED Y
FREEZ B2 DAEEORIT, ZOWBEEDOE 34250 @AM DM I, ZeETIXhnWe Ay, 20 k)
PRI, DNER L, ATRORBICBITZMTEDOZED LS WEOEEHIRL TWARIX, DX 5%
BhE, ZOX RMEOEEORMENTZBEZHF T TWDL IEFELTWHE VI HBEL->T, 20
BEAEOS 34250 OERIZEWT, HEETH D LIIHR IR, TOX I RIFRMENSWED,
RO~ OB ONEFHUIRMEICBIT DA SN LIRS Y EZELRET LRI, REEHAREIX. &
Z O L9 i HOEPEIZRB N TED X 9 W E O Y% AER S5 SUTEEET & Wi, ROV %
HEEDE—OXIMMOBEFE L I ELWEIC LV B2 T 2RO H 5 F OMORKE, BiEL
2T L7 5720, (Any poisonous or deleterious substance added to any food, except where such
substance is required in the production thereof or cannot be avoided by good manufacturing practice
shall be deemed to be unsafe for purposes of the application of clause (2)(A) of section 342(a) of this
title; but when such substance is so required or cannot be so avoided, the Secretary shall promulgate
regulations limiting the quantity therein or thereon to such extent as he finds necessary for the
protection of public health, and any quantity exceeding the limits so fixed shall also be deemed to be
unsafe for purposes of the application of clause (2)(A) of section 342(a) of this title. While such a
regulation is in effect limiting the quantity of any such substance in the case of any food, such food
shall not, by reason of bearing or containing any added amount of such substance, be considered to be
adulterated within the meaning of clause (1) of section 342(a) of this title. In determining the quantity
of such added substance to be tolerated in or on different articles of food the Secretary shall take into
account the extent to which the use of such substance is required or cannot be avoided in the
production of each such article, and the other ways in which the consumer may be affected by the same
or other poisonous or deleterious substances.)

% 346a )% BB R Y DA R U (Tolerances and exemptions for pesticide chemical
residues
(a) FEMERUHRBROEM(Requirement for tolerance or exemption)

(1) #H](In General)

QB I @B ITHET 2B A 2R E . BMONE X IR im0 5 B2 EEREY L. =
DOIEFEDE 342(@)QQB)EDEM £, BETIEARWE BT, 7272, L TFOHA %< —(Except as
provided in paragraph (2) or (3), any pesticide chemical residue in or on a food shall be deemed
unsafe for the purpose of section 342 (a)(2)(B) of this title unless—)

A) 20 X2 BEONHIUIRTOE D L 5 2B FEIRE IR T D BN, ZOFRITED

HHEFLTEY ., YEEEYOED YL REORENICSH 52546 ; Xi(a tolerance for such

pesticide chemical residue in or on such food is in effect under this section and the quantity of the

residue is within the limits of the tolerance; or)

(B) #FFAMEDOERI D OHIRD, UHBEEWEREMIIKR L Z ORI VSN EH LT DI5EE,

(an exemption from the requirement of a tolerance is in effect under this section for the pesticide

chemical residue.)

ZOF&OEM L, HEE TR E. BORWATE LTHER SIS & &iE. RN LEEY 3L
B EEWT 5, (For the purposes of this section, the term “food”, when used as a noun without
modification, shall mean a raw agricultural commodity or processed food.)

(2) AT & (Processed food)

(DB D)3 5" —(Notwithstanding paragraph (1)—)

A H L. HDORIMTEEDONEUIRED H 2 EFCFWERBYICK LT, HITFRMEN Z D%

WLV AE L TODEAIE, YR TEENN GRIEIN D202, O TELONXILE

EZFFTET 5 & 2 R F W EIR WL, YN LR ONE IR EZB T 5 YR bW E RS

WNTHRET DT 2D b 00D 6T, b L, UZEFEIEFWER ., ZORICE D HDFFRMEICES

U TR LEEY O XTI RE CHEH L. DRI LREY ONIXIIREOZ D L o 725k

WHs, 1B R RGEHEIC X0 ATREZR IR U BRE S, 230 YE I LA P O Y% IR B Y O IR

D, YERIN T EFEY T O YL EFAC P EREMICH L TED YR LY b REIBRVERIC

E. ZOEEOE 342(2)(2)B)SEDOEMRICEB N T, BR TRV & Ade S0, ; XiX(f a tolerance is in

effect under this section for a pesticide chemical residue in or on a raw agricultural commodity, a

pesticide chemical residue that is present in or on a processed food because the food is made from

that raw agricultural commodity shall not be considered unsafe within the meaning of section 342

(a)(2)(B) of this title despite the lack of a tolerance for the pesticide chemical residue in or on the

processed food if the pesticide chemical has been used in or on the raw agricultural commodity in

10



conformity with a tolerance under this section, such residue in or on the raw agricultural
commodity has been removed to the extent possible in good manufacturing practice, and the
concentration of the pesticide chemical residue in the processed food is not greater than the
tolerance prescribed for the pesticide chemical residue in the raw agricultural commodity; or)

B & L. H2RIMTEEDONE X123 D b 5 BRI EREICH LT ﬁ%ﬂﬁ@ E%?kﬁ‘

OGRS, ZORIZIVNNER L TODHEEIE, Hi Xﬂﬂlﬁf‘%ﬁ) HEREIND D 37‘7)673[1

TREMOWNESUIRENAET D b 25 RIS EREYIL, ZOERDOE 342(a)(2)(B)7f<0) RIS

W, BETIHRWEARRE 2V, (f an exemption for the requlrement for a tolerance is in effect

under this section for a pesticide chemical residue in or on a raw agricultural commodity, a
pesticide chemical residue that is present in or on a processed food because the food is made from
that raw agricultural commodity shall not be considered unsafe within the meaning of section 342
(a)(2)(B) of this title.)

(3) B4R DY Residues of degradation products)

b L. HDEFIFTWEEREWN., ThA ﬁiﬁi & D EFACFE SUTEFA TR IR Y T b 2 Wik

WE D, HEY XM O SRR TH D728 & DR OWESUIRIEIAFET 5613, TDOL
DI, D XD IR AEMONEX ‘izj%ﬁ@%@ &9 TR D A TR D BR D>
SOGRBRMBRVCHE DT, b L, LFOBAICIE, ZOEEOE 342a()Q)B)EDEKRIZENT,
LEETII W & Bdp & 720 —(f a pesticide chemical res1due is present in or on a food because it is a
metabolite or other degradation product of a precursor substance that itself is a pesticide chemical or
pesticide chemical residue, such a residue shall not be considered to be unsafe within the meaning of
section 342 (a)(2)(B) of this title despite the lack of a tolerance or exemption from the need for a
tolerance for such residue in or on such food if—)

A EBEN, YENMRAERYN., LA E~ORFRBICIVBISHIINATEDY 27 L1

HIp DO, ATEEMEN L0 REW, AFRE)» E@E%‘@{’*TE’J&%B@ YRAZ &R EEITBE

NRH B ERE LD ENRRVEGE, (the Administrator has not determined that the degradation

product is likely to pose any potential health risk from dietary exposure that is of a different type

than, or of a greater significance than, any risk posed by dietary exposure to the precursor
substance;)

(B) LLFoV \fﬂf)\@%/m\— (either—)

@) &AM, LZRHONTE IR O YZATRIE OFEWIR LT, Zo&ICLV %
HLTED, 22, é % B D NHB ST FR 1 D M 7% 53 F A R S OV R AR B DR B DA F R
H L %3 57)%5”%75)55267\%%552% LWV K0T LAYKETIE CORFER SN TN D LRE LT
LEOUEHAREICLVHTRIND Z L LB bFERMIAI%SEL T ThHH54A ; Xik(a tolerance
is in effect under this section for residues of the precursor substance in or on the food, and the
combined level of residues of the degradation product and the precursor substance in or on the
food is at or below the stoichiometrically equivalent level that would be permitted by the
tolerance if the residue consisted only of the precursor substance rather than the degradation
product; or)

() FFAMEOERD D ORERA, L% RSO N ILRE O LAl E OEBEWIIII LT, ZD0%
WXV EBAELTWD5E &U\(an exemption from the need for a tolerance is in effect under
this section for residues of the precursor substance in or on the food; and)

(C) SEZAIBEE DB KTT 2 Y EZFF AR UT RS, FERNICHE4 SNWEICOHEAT 2% &1

EARTRLP, o, UL RD ORI L720 &< TOARWE S, (the tolerance or

exemption for residues of the precursor substance does not state that it applies only to particular

named substances and does not state that it does not apply to residues of the degradation product.)
(4) FHFEiIfERDO%F(Bffect of tolerance or exemption)

E?%?U)ﬁﬁn WCBAL., & 2B EERR DT 2P ESUTTF R E O R EE R & OFHERD Z

CEVHNEAL TV, SERMIT, TOLD REEYOEEORLHV T DHXIFA T
‘é k WHHHE S T, ZOEROE 342@)(DFROEHRICE W T METH 2 L IiTH S/, (While
a tolerance or exemption from the requirement for a tolerance is in effect under this section for a
pesticide chemical residue with respect to any food, the food shall not by reason of bearing or
containing any amount of such a residue be considered to be adulterated within the meaning of
section 342(a)(1) of this title.)
(b) FAMITBET 2 HERR & U3k % (Authority and standard for tolerance)

(1) #fR(Authority)

BEIZ, UTOHBAIZ, H2EMONEUIREIZIIT 25 2 BFECFWERR YIS T 238 E %
BE L EE L, TEY (E@"ﬂﬁu%’f%\é 79 % Z £ N TE 5—(The Administrator may issue regulations
estabhshmg, modifying, or revoking a tolerance for a pesticide chemical residue in or on a food—)

A ZoZODEICE VBB SN2 BN TIISET 2% A ; Xik(in response to a petition filed under

subsection (d) of this section; or)

B) Z0F&DEHEICL Y EFEHOLOREICL 554, (on the Administrator’s own initiative under

subsection (e) of this section.)

ZOETHRAEINDEAIC, HiE MEIET 5 (modify) ] (X, IBMORGEZ SR E T 57O Y%A E
IR T D Z EEEM LAV, (As used in this section, the term “modify” shall not mean expanding
the tolerance to cover additional foods.)
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(2) E#&(Standard)
(A) #Hil(General rule)
() #E¥&(Standard)

HL, BEED, BUTARMENLETH D LIRETHHAICRY ., REEX. »5RB\HONTXIIRTE
BT 25 5 RENCTFWERRBWIIT 2R ERET 2 XILE DO EMRFT 52 LN TE D,
HL. BED, YErAETILZETIERWERET 25613, BREIL. FAELEENIRYEI 2
FHiE7e 5720, (The Administrator may establish or leave in effect a tolerance for a pesticide
chemical residue in or on a food only if the Administrator determines that the tolerance is safe.
The x)Administrator shall modify or revoke a tolerance if the Administrator determines it is not
safe.

(i) ZZet:oBE(Determination of safety)

ZOLTHEASINDEHAIC, A e ie(safe)) 13, &5 REFHEIREY 3T 5 A MIC
LTI, RED, YRR CFWERREY ~OGFHRER» AR 5 EEGE LRV THA D L
OB RMEFEMEN DD ERE LI L EERT 2, ZOBREICIE, RTOTHRINLIBFRE, &
WMEHETEL2HEWMEATHETOZTOMDEETE %5 Tr, (As used in this section, the term “safe”,
with respect to a tolerance for a pesticide chemical residue, means that the Administrator has
determined that there is a reasonable certainty that no harm will result from aggregate exposure
to the pesticide chemical residue, including all anticipated dietary exposures and all other
exposures for which there is reliable information.)

(iii) #IR D/ —L(Rule of construction)

FFAMEICBI LT, WA L D HEMER T TR LB R YL, BREIEFEOMEA . #s Il
FWE R TlI A, (With respect to a tolerance, a pesticide chemical residue meeting the
standard under clause (i) is not an eligible pesticide chemical residue for purposes of
subparagraph (B).)

(B) % BRI EREWICXT 52 (Tolerances for eligible pesticide chemical residues)
() E#(Definition)

ZORIBHETHEHAINDHGEIT. HEE TEEEELTWEREY) X, LTSRS T 22K (T Y
EREBW & BT 5 —(As used in this subparagraph, the term “eligible pesticide chemical residue”
means a pesticide chemical residue as to which—)

D BB, YRR, MO T TRINE ABOE~DOfEEZF| SR L3k

ThH5HINIHET D LIFRNTHS 5 UlREM~OREREREZFET 22 LN TE RN D

ZRZBWT THERERI R £ D) ; (the Administrator is not able to identify a level of exposure to

the residue at which the residue will not cause or contribute to a known or anticipated harm to
human health (referred to in this section as a “nonthreshold effect”);)
(ID %I R A RERT HAIEY A7 23, EEMZY 27 3R X 0 #UICEHi ST b
K ¥(the lifetime risk of experiencing the nonthreshold effect is appropriately assessed by
quantitative risk assessment; and)
(IID) EENYEERMNEDO X S R faERB| SR SRV THAIBERFET DI ENTXS, T
BOMMOUTI TR END ABOMHE~DOFEECELTIL, EEXAHBREENLETHD LIRE
LTWA(ZDOFKIZBWT TBMERIE] &v9), (with regard to any known or anticipated harm to
human health for which the Administrator is able to identify a level at which the residue will
not cause such harm (referred to in this section as a “threshold effect”), the Administrator
determines that the level of aggregate exposure is safe.)

(i) FFAMEDOPE (Determination of tolerance)

AWOEIEFIZD DD BT, & 2B EEREYOTAEIL. b LU TOHAITITZ OB
EIC L 0 N R SN UMEET D 2 LR TE 5— (Notwithstanding subparagraph (A)(), a
tolerance for an eligible pesticide chemical residue may be left in effect or modified under this
subparagraph if—)

O GVITHET 5540072 &b 1 2% TH4 ; & U(at least one of the conditions

described in clause (iii) is met; and)

(ID ()iv)/ﬂélfﬁﬁﬁ“é%ﬁ:@ﬁﬁﬁ 2 7= 984, (both of the conditions described in clause (iv) are

met.

(Gii) fFF 12 B89 % 4 (Conditions regarding use)

GO E. & 2R EERREYICRT 23R EICE L, ZoICHET 2508, U
TorEvThHD : (For purposes of clause (i), the conditions described in this clause with respect
to a tolerance for an eligible pesticide chemical residue are the following:)

(D SR EA U DY BB EMEOERAN  YZEEDNSORET A7 LD HREWY X

JEBIEER T THA IRE~OERENS | WEBZHRHET D Z L, (Use of the pesticide

chemical that produces the residue protects consumers from adverse effects on health that

would pose a greater risk than the dietary risk from the residue.)

(D) YR E L U5 YRR M EOHEMAN, 0T, 2T, hoRFENRESIHO

WAFEIZRBIT 52 LWIRELZ BT 572 0IC0EETH S Z &, (Use of the pesticide chemical that

produces the residue is necessary to avoid a significant disruption in domestic production of an

adequate, wholesome, and economical food supply.)
Gv) Y & 7 1ZB9 % 4 (Conditions regarding risk)
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WA . & 2R FHEERED IR T 2RI L, ZOMICEET D 5&M1E. L
TorLEY ThHD : (For purposes of clause (ii), the conditions described in this clause with respect
to a tolerance for an eligible pesticide chemical residue are the following: )

D) LY ~OEGFHIBEEN D OIERMERIZET 2FEMY 2 71%. 20X 9 REITHT 5(A)

BIEERICE VFREND THAIERY A7 O 10 5% B 272 2 &, (The yearly risk associated

with the nonthreshold effect from aggregate exposure to the residue does not exceed 10 times

the yearly risk that would be allowed under subparagraph (A) for such effect.)

(D) MR, YBBEED~OAFRED D OB FICET 2 AEEICE > TDO U A7 R,

ZD XD R BITHT HARIBEICL VTR INDITHAIEREV A7 O 2EEBR N L%

TefR9 2 L HICHIR S5 Z &, (The tolerance is limited so as to ensure that the risk over a

lifetime associated with the nonthreshold effect from aggregate exposure to the residue is not

greate)r than twice the lifetime risk that would be allowed under subparagraph (A) for such
effect.
) HHEAEReview)

ZORIBEKIC L BREDITFRMON ) MR X TEET HDREEZ T D HND 5FHZIZ, KNEDH%
IREVEY & EZ LM, REE, @R OEROBSO%IC, UZEFFAMEIZE L C@DOA) X
GDADCHLET 2 RUDTFE LEET TN D Z & RS FEE~OAFIRE D b OFM R O
U227 NAV)ANZED D HIBR 2 85T LT TW A Z ERERBIGGEH SN =hEd hERET I DL
T2, bL, REN, ZOXSRAMETIZ, Z2O X REEHR RSN TW RV EIRET 25613,
BEEIZ, ZOXSRIEO NS 180 ALNIZ, ZD5D()(DHEIC L W UEF A % B 1E IR Y
W HAZRITT 2D L35, (Five years after the date on which the Administrator makes a
determination to leave in effect or modify a tolerance under this subparagraph, and thereafter as
the Administrator deems appropriate, the Administrator shall determine, after notice and
opportunity for comment, whether it has been demonstrated to the Administrator that a
condition described in clause (iii)(I) or clause (iii)(IT) continues to exist with respect to the
tolerance and that the yearly and lifetime risks from aggregate exposure to such residue continue
to comply with the limits specified in clause (iv). If the Administrator determines by such date
that such demonstration has not been made, the Administrator shall, not later than 180 days
after the date of such determination, issue a regulation under subsection (e)(1) of this section to
modify or revoke the tolerance.)

(vi) $L5hJE KR O FHt(Infants and children)

Z ORIBIC X a7 27 ME S . (ORIBEOE G %M H D L35, (Any tolerance under

this subparagraph shall meet the requirements of subparagraph (C).)
(C) LR R OFHtnig#E (Exposure of infants and children)

& 5 RIEACFMEIRBEM T DFFRMEXTRRERE L, BEL, 2 afR L, SAIE Y ET R
2. BEHiz— (In establishing, modifying, leaving in effect, or revoking a tolerance or exemption for
a pesticide chemical residue, the Administrator—)

Q) LLFIZEDSW TR EEREY DV A7 %34 5 b D & 95— (shall assess the risk
of the pesticide chemical residue based on—)

(D — M &l U TR R OO T D X 5 BB % & e UTHT OV B 5L O &

WVIHBIZ 2 DB 2N B DMK OO TEEME AT 5 AF AlEE72 1E#H ; (available

information about consumption patterns among infants and children that are likely to result in

disproportionately high consumption of foods containing or bearing such residue among infants
and children in comparison to the general population; )

(D LR E AL & RN & ORI OMRRAI kS, K OB N T OB E ~OVRETE O E

wETe, AR OTFHED Uiz AL P B R B W~ DR 72 2 MR B3~ D AR IR 1 . 5 &

W(available information concerning the special susceptibility of infants and children to the

pesticide chemical residues, including neurological differences between infants and children

and adults, and effects of in utero exposure to pesticide chemicals; and )

(IID #= oD X 5 2B B OIEAD TN A 1 = X B & FFOT OMOWE DI R O~ B %

ROREIC B3 2 AT ARE/R 15 ; 2 (Mavailable information concerning the cumulative effects on

infants and children of such residues and other substances that have a common mechanism of

toxicity; and)
G) LLFoEBY &3 %5—(shall—)

D YR FDERE Y ~DOGFHRERE D O AR R OF I A 5 faELAE LRV THA D

EWV D BEIREFENENH D Z L EHERT DB O L9 5 ; K (ensure that there is a reasonable

certainty that no harm will result to infants and children from aggregate exposure to the

pesticide chemical residue; and)

(ID IR R ORI 2 YR LA EERE Y OREWICET 2Bl REL AR THHO

L34 %, (publish a specific determination regarding the safety of the pesticide chemical residue

for infants and children.)

REFEAEEBEROEBEEEE L. EEEHEL T, AN EE O HOBRE~ORFREL ZIT D
TOORMELAERTHLO LT 5, BMENROEGEIE, WOMOEA -, YRR b RE M
X9 HBIMNOZE2LRER 10 23, BEN L HAER K OHAEROEFEE, KO, AN EEOTHE~ORE KO
BRI T 27— OREEMEZE L T, ASEEKOREICHEHH SN D LT 5, IBMOLEEHIC
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BT 22085 BREMIIHPDLT, REIL, YRR ETFWERRYICST 5 R 2205 8%. b
L, BEHTE LT —XITHESE, 2O L BRREDPHYR KO L 5 TEETH HIGEITRY . A
WA Z LN TE D, (The Secretary of Health and Human Services and the Secretary of Agriculture,
in consultation with the Administrator, shall conduct surveys to document dietary exposure to
pesticides among infants and children. In the case of threshold effects, for purposes of clause (i1)(I)
an additional tenfold margin of safety for the pesticide chemical residue and other sources of
exposure shall be applied for infants and children to take into account potential pre- and post-
natal toxicity and completeness of the data with respect to exposure and toxicity to infants and
children. Notwithstanding such requirement for an additional margin of safety, the Administrator
may use a different margin of safety for the pesticide chemical residue only if, on the basis of
reliable data, such margin will be safe for infants and children.)

(D) E&(Factors)

& D RFEAV IR IR DR ESUTRBR AR E L, BEE L, 20 &HER L. U ETE
12, BB, BETLEFZOFCTHRFICLLNEBET 5 b D & T 5—(n establishing, modifying,
leaving in effect, or revoking a tolerance or exemption for a pesticide chemical residue, the
Administrator shall consider, among other relevant factors—)

() YR E R ORI RE M OB O O ANFAIRER T — ¥ OF M, 52etE, &
OMEHEME ; (the validity, completeness, and reliability of the available data from studies of the
pesticide chemical and pesticide chemical residue;)

() 20 L5 BRRBICBO CYZ R EE TR P EREIC L VISR and Z &
IRENDEEOFMEZEOME ; (the nature of any toxic effect shown to be caused by the pesticide
chemical or pesticide chemical residue in such studies;)

(i) 2D X I BB OFERDO, AM~D Y 27 L OBEICE 4 5 ATl 4E/25# ; (available
information concerning the relationship of the results of such studies to human risk;)

Qv) TR ROV R O FE B CREE FTRE /R T/ T OB N BB B 5 AT rIRe /et ;
(available information concerning the dietary consumption patterns of consumers (and major
identifiable subgroups of consumers); )

W) =D X5 YL OB OFEN A I = X L EROT OMOWE O RIENFEICET 5 AT A6

7214 ; (available information concerning the cumulative effects of such residues and other

substances that have a common mechanism of toxicity;)
(Vi) Y (R ONH B 0O F B CREE FTREZR T /3T O 2 5% AL W B IR B2 W) B OV O it O B 'E
~OGFHREBRICET 2 AFRERME R, U, BRI EA DS EE T ERE IR L
N EFT HETOEOMOFTFRMIC & 2 EERE RO OMOIERRIER 2R RIR S OS2 &
#¢ ; (available information concerning the aggregate exposure levels of consumers (and major
identifiable subgroups of consumers) to the pesticide chemical residue and to other related
substances, including dietary exposure under the tolerance and all other tolerances in effect for
the pesticide chemical residue, and exposure from other non-occupational sources;)
(viD) THEH O FECREE ATREZR TR BE DRSO E B I B2 AT IR 72 E# ; (available
information concerning the variability of the sensitivities of major identifiable subgroups of
consumers;)
(viid) M3ZEIACZEME N ANITKR U CHRBEAED T A a7 iz X0 A C 23058 32 oo N4y s
ZHRIHLL T 2R EFFOFREENRH E 0089 MCBT 5, EENERTHZENTEHER ; KO
(such information as the Administrator may require on whether the pesticide chemical may have
an effect in humans that is similar to an effect produced by a naturally occurring estrogen or
other endocrine effects; and)
(ix) BFFER2RFIRR OMRBRIC X 0 &R IRINY O 2% 3l 3 2 B 2 RO R OB RIZB W T,
B FEERT — X O LTl Th 5 & —ANICEEM STV D L2485, (safety factors
which in the opinion of experts qualified by scientific training and experience to evaluate the
safety of food additives are generally recognized as appropriate for the use of animal
experimentation data. )
(B) TRORVEREORERICHET 57— kUME#H(Data and information regarding anticipated
and actual residue levels)
(i) #EFR(Authority)

o D EFACFWERR I T DT REERE L, BIEL, DL, IO ETERIC, &
X, BhONE IR EOYZEFEITWEOTRINDEEEROEMICBOTHE S - Y%
BB OEBEOREEICET 2 AFIRRT — X AMEREBRT L2 LN TEX 5, Ui,
BMEERGDCEIVIEIN DR T — % 25T, (In establishing, modifying, leaving in effect, or
revoking a tolerance for a pesticide chemical residue, the Administrator may consider available
data and information on the anticipated residue levels of the pesticide chemical in or on food and
the actual residue levels of the pesticide chemical that have been measured in food, including
residue data collected by the Food and Drug Administration.)

(i) ZEA:(Requirements)

b L, FRMEAREL, BIEL, I ZHERT BRI, BED. THISHD UIEROER &
ERILE T H5AE. REIE. 20L0OWMEICHE-> T, YEHFAENRE SN, BESh, X3s
PRI SINLD HD D 5 FERZIC, KOEORITREN MY & E X DT, 0O L9 ik &0 2 DR
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e LimE% ERloTHWRNWZ LT 27— B3Rt ans LH2ERTH5b0E32, L, £
DX e T =2 PRI NG, L, b LYUH%T — 40, YRR ENZOMRMNE L&
EEls TN LA LeWEAIE, BEIL. Y#ET — 2B Rtshs 2 2 ERshZAnn
180 HLUANIZ, UFHHRMBEEEEXIIBRVETZH0, 2050 (DHEICL 2HE] Xk, 4725
BZOFOOQEIZLDMBERITTHHD LT 5, (Ifthe Administrator relies on anticipated or
actual residue levels in establishing, modifying, or leaving in effect a tolerance, the Administrator
shall pursuant to subsection (f)(1) of this section require that data be provided five years after the
date on which the tolerance is established, modified, or left in effect, and thereafter as the
Administrator deems appropriate, demonstrating that such residue levels are not above the
levels so relied on. If such data are not so provided, or if the data do not demonstrate that the
residue levels are not above the levels so relied on, the Administrator shall, not later than 180
days after the date on which the data were required to be provided, issue a regulation under
subsection (e)(1) of this section, or an order under subsection (f)(2) of this section, as appropriate,
to modify or revoke the tolerance.)

(F) SEBC AN XN % &5 OFIE (Percent of food actually treated )

o 5 BEFFYEEREIIRT DI REERE L, EIEL, 2haMRF L, JUIBRD TR, BE
. LT THLIHEICRY, EMICELZRRY X7 25075 & 210, SRR YE CHEEEIT AL
SNIBAEOEIGIZBET 5 AF i T — ¥ LOEREBEE C LV IE S D BEFREN T — 2 %
Gte) 2 E T 5 Z LA TE S—(In establishing, modifying, leaving in effect, or revoking a tolerance
for a pesticide chemical residue, the Administrator may, when assessing chronic dietary risk,
consider available data and information on the percent of food actually treated with the pesticide
chemical (including aggregate pesticide use data collected by the Department of Agriculture) only if
the Administrator—)

Q) BEZR, Y%7 — X IIEETE, 20X RBIEWICHET 2800 LD 50V OFEERZED X

I IR LW ERBY R S RBENN D D00 E AT RS MR AR T 2 L RO D 5E ; (finds

that the data are reliable and provide a valid basis to show what percentage of the food derived
from such crop is likely to contain such pesticide chemical residue; )
() REA., YUZMREHEE B TR O\ R RHERBC o4 2 BREE 24K < FHE L TiXun e & 38

» 534 ; (finds that the exposure estimate does not understate exposure for any significant

subpopulation group;)
(i) b L. B 2ReE DM O R R OB B OWEEICET 27 — 2 D AFARETH I HAIC. BE

B, FOLX D HIBOFERD, ERICLVHFEESINIIREERES LRIZEEMICEF 2B L TREIN

52 Eid7e v LR B4 ; L O(finds that, if data are available on pesticide use and consumption

of food in a particular area, the population in such area is not dietarily exposed to residues above
those estimated by the Administrator; and)
Gv) BREN. PRIN D BIIREOHEM O EHN 22 B &2 1243 5354, (provides for the
periodic reevaluation of the estimate of anticipated dietary exposure.)
(8) #H 5% (Detection methods)
(A) #Hil(General rule)

B D EMOWNEXITREITB T D & 5 B FEIREW T 238 HIE, BEIC LY BREXIE
ESNTER LR, 12720, BED., RMEGEEREE L OMBEO®RIZ, YR MONTXIIRAEICE
T2 Y BB A RN T 270D R OEEZRET 27O DR FTERD D L RET
HEEITZ DR Y TR, (A tolerance for a pesticide chemical residue in or on a food shall not be
established or modified by the Administrator unless the Administrator determines, after
consultation with the Secretary, that there is a practical method for detecting and measuring the
levels of the pesticide chemical residue in or on the food.)

(B) B FRA(Detection limit)

HDRMONEUIREICEIT 5 & 5 B EWE R IR T 238 FEIZ, QRIBREICIVRE
DIED B Yk A F B R R & K OWIE T 5 72D O EORHRR & 0 HARWEICERE XX
BIESNTIXR 5720, (Atolerance for a pesticide chemical residue in or on a food shall not be
established at or modified to a level lower than the limit of detection of the method for detecting
?n)d)measuring the pesticide chemical residue specified by the Administrator under subparagraph
A).

(4) EpEE#(nternational standards)

&2 EMONEUIREICI T 2 & 5B FHEICKT DR EERET DBRIC, REIX. Y2
HACEE DR RIRBEN, a—F v 7 ZAEBBRIC L > THICHESN TV ENE S MERETLHH D
EFT5, bL, HDHa—F v AR RERFES Y FRELYHE IC L TRRICRESNTEY ., 2ok
BERYEa—T v 7 AMEEHAT2 2 2RELRVESE, BB, Y% a—T v 7 AMEN SR
HZHEHEDATL2EBMEAOEREZ RO TALRT DL D LT 5, (In establishing a tolerance for a
pesticide chemical residue in or on a food, the Administrator shall determine whether a maximum
residue level for the pesticide chemical has been established by the Codex Alimentarius Commission.
If a Codex maximum residue level has been established for the pesticide chemical and the
Administrator does not propose to adopt the Codex level, the Administrator shall publish for public
comment a notice explaining the reasons for departing from the Codex level.)

(©) FBRITRId D HERR K UV #E(Authority and standard for exemptions)
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(1) #fR(Authority)

EEIZ. UTOLEAIZ, H5RMONEXIIREICH T 5 b 2 B EWEREII KT 25 F MO
BUEE R D O RE L AEIE L, I #2547 5 = L 2T % 52— (The Administrator
may issue a regulation establishing, modifying, or revoking an exemption from the requirement for a
tolerance for a pesticide chemical residue in or on food—)

A ZoZODEICE VBB SN2 BN TISET 2% A ; Xik(in response to a petition filed under

subsection (d) of this section; or)

B) Z0£0EMBIZLYVEEALOHKEIZL 54, (on the Administrator’s own initiative under

subsection (e) of this section.)
(2) E#(Standard)

(A) #Hil(General rule)

(i) E#(Standard)

BEMR, YHEARPLLETHD ERETHHAICRY . BEIL. B&HONHUIREICBITL2H5
B E B IR T DR OREERDN D DRREFET D XUIE DN ZHERFT 52 &
NTED, L, BEED, YEARIILETIERWERET HHEIL. BB, BREEEXIIRY
W& 72 N7 5720y, (The Administrator may establish or leave in effect an exemption from the
requirement for a tolerance for a pesticide chemical residue in or on food only if the Administrator
determines that the exemption is safe. The Administrator shall modify or revoke an exemption if
the Administrator determines it is not safe.)

(i) Z2et:oBE(Determination of safety)

il T&427(safe)] X, &2 BFENFHEHRBEYIIXIT 20BICEL T, BREDS., YRt
FYERB~OEHBEDP MM RS EELLELRNTHA D LWV SR IHEENH 5 &k
ELTEZ EE2BHRT 5, ZOREICIE, ETOTHRENLIBFRE, LOMEETEEREAT 2
TOZFDMOMETE L &Tr, (The term “safe”, with respect to an exemption for a pesticide chemical
residue, means that the Administrator has determined that there is a reasonable certainty that
no harm will result from aggregate exposure to the pesticide chemical residue, including all
anticipated dietary exposures and all other exposures for which there is reliable information.)

(B) EF(Factors)

COBFEICEDIEEITOBRIC, REIL, BET2RFFHEHOT THLHREIZ, Z0500)(@)EHD(C)F!
B R OD)ENBIFIZED DBt HEEEET 25D E 3%, (In making a determination under this
paragraph, the Administrator shall take into account, among other relevant considerations, the
considerations set forth in subparagraphs (C) and (D) of subsection (b)(2) of this section.)

(8) #IFR( Limitation)

BMOWNEUIREICBT 2 5 2 BRIECTFWERBYICIT 23 FMEOREE RN OHRIT, BE
WCERVBREMEESNTIE RN, 2L, REA, RMEEEERE L OWMEORIS, IF21TH
BT oY /20— (An exemption from the requirement for a tolerance for a pesticide chemical
residue in or on food shall not be established or modified by the Administrator unless the
Administrator determines, after consultation with the Secretary—)

A) BHONEUIREICBIT DD X O R EFICEWEREEY RN T 27200 R OE%HET 2

72O DOERLRITERS 5 ERET B5E ; XiX(that there is a practical method for detecting and

measuring the levels of such pesticide chemical residue in or on food; or)

B) £D X 5 B IFRIIME RN E OWREEITV, D, Y i E B ET 2 A& 3177 5 8%

IZZFD X D R BICH T B A 2R 54, (that there is no need for such a method, and states

the reasons for such determination in issuing the regulation establishing or modifying the

exemption.)
(d) PrAME iR B 37 T (Petition for tolerance or exemption)
(1) 32 TR UH 3L A (Petitions and petitioners)

AL, BEEICK L, UL FOBBIOFRITZ4RRT 2 BN C A1 % = &£ 23 C& 52— (Any person may
file with the Administrator a petition proposing the issuance of a regulation—)

A) DRSO IUIREICIIT 2 H 5 RENEWEBRRBYOHEMEERE L, BEEL, IXEY W

TR Xli)(establishing, modifying, or revoking a tolerance for a pesticide chemical residue in or

on a food; or,

B) =D X 2 WK T DEFRMOER L OREREZRE L, BIEL, SUXEY W3 AL

(establis)hing, modifying, or revoking an exemption from the requirement of a tolerance for such a

residue.

(2) B|SLTHRNE(Petition contents)

(A) #7E(Establishment)

&b D IR E BRI T 5 A E IR EZ R ET 5720 0(BFIZ L 2B T, REI
KO RITINDHBHNTED DT —F K OERICE D BT on2iF il by, ZHICIE T %
& tr— (A petition under paragraph (1) to establish a tolerance or exemption for a pesticide
chemical residue shall be supported by such data and information as are specified in regulations
issued by the Administrator, including—)

Q) @ YFZHALTROYER N CEEMT A DI SN I A SN =T —% ., EH]. KO0

o> GRS ; % U'(an informative summary of the petition and of the data, information, and

arguments submitted or cited in support of the petition; and)
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(ID YREHSLAD, ZO L5 ETZNNELEB DR, ZOEICEIVAKRSND Z LI
2o TS HFHSLTORMOBEMO—EH L LT, KOZDRITE Y FIT SN2 BIRIR IR
Alo—F & L TARINDHRENRH 5 Z & ICFET 5 5 OBIE; (a statement that the petitioner
agrees that such summary or any information it contains may be published as a part of the
notice of filing of the petition to be published under this subsection and as part of a proposed or
final regulation issued under this section;)

) YZEIALEMERE MO, ROCYHERE Y E £ U SW 5 YB3 2mE o4, (LEME—

P, R OMEEX ; (the name, chemical identity, and composition of the pesticide chemical residue and

of the pesticide chemical that produces the residue;)

(i) BRZ P E OBAROHESE R, JEE, Fik, KOEHEZRT7—% ; (data showing the

recommended amount, frequency, method, and time of application of that pesticide chemical;)

(v) YZEIFCFEORZEMEICE L CEE S R A OTEOREMZ2RmEE, X, 2hb

O K OFRE & i3~ 2 B & 7= 0735 & O FREEIC B3 2 872 5 & & ¢e 5 (full reports

of tests and investigations made with respect to the safety of the pesticide chemical, including full
information as to the methods and controls used in conducting those tests and investigations;)

V) BRZES O IIRENIL D BEN D& D Uiz BH AW IR Y O M K ORI B L TN

SR B E OFEEOFEMAMEE, Zhiaid, RSN Fikoidk &L ; (full reports of

tests and investigations made with respect to the nature and amount of the pesticide chemical
residu)e that is likely to remain in or on the food, including a description of the analytical methods
used;

(Vi) YRS O IIREIZ I T 2 YR T WEREM 2 BRI T 57200 R OEENET 5

DR IE, XL, RBROGEIL. £ X5 R FERMNER VBBV TORR ; (a

practical method for detecting and measuring the levels of the pesticide chemical residue in or on
the food, or for exemptions, a statement why such a method is not needed;)

(viD b L. FFRMEPRESNDHET. YR CTWEREY I LIRS DIAE ; (a

proposed tolerance for the pesticide chemical residue, if a tolerance is proposed;)

(vii)) & L. M TRH 5N LRSS T DFFAMEICET 2 5O TH L HA1E, Yk & iE

T LD A SN DI T EE AV TER S L -FHEOMEE ; Gf the petition relates to a

tolerance for a processed food, reports of investigations conducted using the processing method(s)
used to produce that food;)

(ix) ZOFOOG)NOBEIZLDIREEITIT-DICRENERT D ENTE LR ; (such

information as the Administrator may require to make the determination under subsection

(b)(2)(C) of this section; )

(x) YL EBEWE NN L TCTERBAEDT A a7 Al L0 A L B8R XLZ Do NI

RIHP T 2R 2R OWRRIERH 2085 NCHET S, RENERTLZENTE SR ; KO

(such information as the Administrator may require on whether the pesticide chemical may have

an effect in humans that is similar to an effect produced by a naturally occurring estrogen or

other endocrine effects; and)

xi) 2D & 5 RFEYIH L TREICA 5- SN TV DEE O RE TR L 5 Uiz 2R b2 E

TR ~DugFR 2B 5 1E# ; (information regarding exposure to the pesticide chemical residue
due to any tolerance or exemption already granted for such residue;)

xil) MESNDTEEOHNFME2BL 2 UYEEEMOTEEOELZRET 2-OOFEMAMNL L, KO

(practical methods for removing any amount of the residue that would exceed any proposed

tolerance; and )

(xii) YL TEEMT D DICHANC LY RENERT D, 2 OMOT — & K OMEH, (such other

data and information as the Administrator requires by regulation to support the petition.)

HL. ZORIBEICE D BERINDERXITIT —FDRRENPAFETE LD THLEEIL, HiEHL
THEHT HEIEL, TNERHT 5DV ICHERERXIIT —F DAFARBIMEICERTHZ LN TE D,
FBEIE, YA THRE SN2 BEEMFWEICE LT, B USRI E ORE Z T2
T LEERTDHIENTE D, (Ifinformation or data required by this subparagraph is available to
the Administrator, the person submitting the petition may cite the availability of the information
or data in lieu of submitting it. The Administrator may require a petition to be accompanied by
samples of the pesticide chemical with respect to which the petition is filed.)

(B) EIEXITE Y 4 L Modification or revocation)

EEE, HRlZ b - T, HOFRMEEEET L UIRY T, UIFTFREOREERD b OREREE
ETHIWYETHYCEEMITDDDOERIOT =X BT HHE ML EDDH Z ENTE D, (The
Administrator may by regulation establish the requirements for information and data to support a
petition to modify or revoke a tolerance or to modify or revoke an exemption from the requirement
for a tolerance.)

(8) @& (Notice)

EERQEROBEMZMTZ Uz LIRET 2B CORBOBENL, ZD X 5 2IENS 30 HUWNICE
EOVRARINDZ OO LT D, Y@L, YW TR RS2 REFWEREWICE L T,
BEFWERBY OB K ORIE DT DREN AT TE 20 FIEOTLBROAFREMEEZ AR
Lol L, Xt TOLX I RFERLERVEEHIZOWTOYFEBN AR ZRTHD &35,
LA, @QAOMEFIC LV ERINDIMEZETeH D & T 2, (Anotice of the filing of a petition

Z
/

Ho A

Gl
g:_/l
1;—«
g:_/l
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that the Administrator determines has met the requirements of paragraph (2) shall be published by
the Administrator within 30 days after such determination. The notice shall announce the
availability of a description of the analytical methods available to the Administrator for the detection
and measurement of the pesticide chemical residue with respect to which the petition is filed or shall
set forth the petitioner’s statement of why such a method is not needed. The notice shall include the
summary required by paragraph (2)(A)G)(1).)
(4) EEIC X 5#E(Actions by the Administrator)

(A) #HI(In general)

EEE. OQBEFICLVRBEESNZHELTCETREENLAFETE ZEEOZOMOERE HICHBE L
72, LLF %475 t D &4 5—(The Administrator shall, after giving due consideration to a petition
filed under paragraph (1) and any other information available to the Administrator—)

Q) YRR E R T BRI O TR D & O Y% B O5abR % 3R E

EEXITED H T RAEHAE R T LV RO NI b D L BB RN H D) ETITT 5 (Y

RN EMO@M 72 K FOADB RO T D OBMOIM 2 BITEND D ET5) ; (issue a

final regulation (which may vary from that sought by the petition) establishing, modifying, or

revoking a tolerance for the pesticide chemical residue or an exemption of the pesticide chemical
residue from the requirement of a tolerance (which final regulation shall be issued without
further notice and without further period for public comment);)

() ZDOEKDEEICLVHAEEZRITL, TO%, £O X5 RBEC L 0 EEEAZRITT 5 ; XX

(issue a proposed regulation under subsection (e) of this section, and thereafter issue a final

regulation under such subsection; or)

(il) YFZH S CEEET DM %179 5, (issue an order denying the petition.)

(B) &% (Priorities)

FEEIX F—0XIEROERICKH L TN ER T 5FRMEE RO RIE(CFHEEREY L0 b RFg
B DNDREFE~DY R 7 2 LD ZF LKL T 5 L bis, &2 B FWERED T 555
TR XTI BROBEXIMEEORN TEERT 25D 3%, (The Administrator shall give
priority to petitions for the establishment or modification of a tolerance or exemption for a pesticide
chemical residue that appears to pose a significantly lower risk to human health from dietary
expos)ure than pesticide chemical residues that have tolerances in effect for the same or similar
uses.

(C) BEDHITORIEE (Expedited review of certain petitions)

() FEDOH A (Date certain for review)

HL, HHEN. ZOF5FOOQMBEIZL Y & HFFRMBPD N EHRF SN XIMEESNT-H 5 %
HALWEFREM LD b ANDOEEICE VIEWY 27 240R73 5 5 5 BB FWEREWI T 5 H
DIFRMEST bR A TR E T DB ORITERET 2RV TERBEICRET 25613, REIF1
HELINIZZ OBFIZ LV ZO X 5 St CICT 2 #EL25%E T 32D E 35, (Ifaperson files a
complete petition with the Administrator proposing the issuance of a regulation establishing a
tolerance or exemption for a pesticide chemical residue that presents a lower risk to human
health than a pesticide chemical residue for which a tolerance has been left in effect or modified
under subsection (b)(2)(B) of this section, the Administrator shall complete action on such petition
under this paragraph within 1 year.)

(i) Tk &h 5 3ERequired determinations)

HL, REAOMICEY ., £ R BEFWEIREMIC T 2 & 23R 3 e kA2 R ES 5
BRI ZRITT 25 AT REIL. YZHBIPRIT SN2 A5 180 A LN, Z 040 (b)(2)(B)(il)
HODE A SUTXADENIZEE T B 56828, Z 050 G)Q)B)AEIZ L W 8 h & iR SN - UTEES
TeHDTRMEICE L CHEE LRI T ANEIDERETHHDOETEH, b L, ZDX I REHNF
1E LFT TO W B REIF AR O K 2REN 2S5 A A5 180 HEINIZ, ZD 5D (e)(1)
HIZ X 0 YA BFMEAEE IR ETHAIZ 38T 2D & T %, (If the Administrator issues a
final regulation establishing a tolerance or exemption for a safer pesticide chemical residue under
clause (i), the Administrator shall, not later than 180 days after the date on which the regulation
is issued, determine whether a condition described in subclause (I) or (II) of subsection
(b)(2)(B)(iii) of this section continues to exist with respect to a tolerance that has been left in effect
or modified under subsection (b)(2)(B) of this section. If such condition does not continue to exist,
the Administrator shall, not later than 180 days after the date on which the determination under
the preceding sentence is made, issue a regulation under subsection (e)(1) of this section to modify
or revoke the tolerance.)

(&) BE'EHLOREEIZ L 5#E (Action on Administrator’s own initiative)

(1) #Hl(General rule)

EBEILTOMAZRITT 5 2 £ A TE 5—(The Administrator may issue a regulation—)
A) &2 BIENFHE LD D RBEFMEIIKT 050K M BRETDHMEETDH, Z0500D0)
TEIZ X Vs 145, XITE Y 1§95 A1 ; (establishing, modifying, suspending under subsection ()(3) of
this section, or revoking a tolerance for a pesticide chemical or a pesticide chemical residue;)
B) & 2 B EBERYONFMEOERN G OGRE ., RET D, BEETSH., Z0L0OG)HEIC L
DA%, XITEY AN ; Xid(establishing, modifying, suspending under subsection (1)(3) of
this section, or revoking an exemption of a pesticide chemical residue from the requirement of a
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tolerance; or)

(C) ZOFKREET D10 ETHi s ROEHZHET 5 HAl, (establishing general

procedures and requirements to implement this section.)
(2) i@%n(Notice)

(DEFIC X 2R AEHBIZRITT 200, BEX. HARERZOBMZRIT L, YZHBEICHT 24
DEROIZDIZ 60 HU Lo AT DL T5, 72720, I EVWERRSHIMN, bL. BE
DIEYRBHICE D 25325 Z LRA’OFRIT/ D L38O, M OBAIMIERO LRIV T Y%
A ROEH 2R B5A1%, #Bitxh 5, (Before issuing a final regulation under paragraph (1), the
Administrator shall issue a notice of proposed rulemaking and provide a period of not less than 60
days for public comment on the proposed regulation, except that a shorter period for comment may
be provided if the Administrator for good cause finds that it would be in the public interest to do so
and states the reasons for the finding in the notice of proposed rulemaking.)

® %8725 — % E3R(Special data requirements)
1) BT —& DRHER(Requiring submission of additional data)

HL, RER, HOEMICBITD2H2EFIFWEEEYHATL2OFRICEVDINERLTVWDH
DR EX T RBROM 2 AT 272012, BIMOT — & UIHERVGEICEREND ERET 55
AiE. E'B13Z—(If the Administrator determines that additional data or information are reasonably
required to support the continuation of a tolerance or exemption that is in effect under this section
for a pesticide chemical residue on a food, the Administrator shall—)

(A) D X9 2eFF B XIS bRICBIE 2 EIBE 2 FTA L TV 2Bk L, mA AR i A% o A2 B

HEOH 3()2B)EIUS.C. 5 7 #i # 136a@BRNC LY Y%7 —7 idfF#Rae T2 L%

PR35 5 DO@M % H179 5 ; (issue a notice requiring the person holding the pesticide registrations

associated with such tolerance or exemption to submit the data or information under section

3(c)(2)(B) of the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136a(c)(2)(B)]; )

(B) AEWEHHNEDE 4 5[U.S.C. & 151 5 2603 &N LV . & 2WE UTRAMIZ DN TORER

NEIND Z & 2TRTHHAERITT S ; Xit(ssue a rule requiring that testing be conducted

on a substance or mixture under section 4 of the Toxic Substances Control Act [15 U.S.C. 2603]; or)

(C) FepommoOREA L 60 AL EOBEROBEOHKIZ, BRIZEBWT, UTOoMBEART S

—(publish in the Federal Register, after first providing notice and an opportunity for comment of

not less than 60 days’ duration, an order—)

Q) YFERINTWDET—F KRONERERNT 2E UIEELRFFET 28 % 14 X TEhbl Lo

FIERBREICL Y RE~EHT 5 Z L 23K T 5 ; (requiring the submission to the Administrator
by one or more interested persons of a notice identifying the person or persons who will submit
the required data and information;)

() RE~MELT D2 L 2ERINDT —F KOEROBEI L TR L, 222 YT — ¥ L OFEHRD,

IR A E AR EAEOF 3(0)B)EKIU.S.C. F 7TH 55 136a(0)(QB)ERI LA EWMEHHIkE
D 4 %[US.C. % 151 % 2603 FIOHERIZ L G TE 2o 72 B 238~ % ; (describing the
type of data and information required to be submitted to the Administrator and stating why the
data and information could not be obtained under the authority of section 3(c)(2)(B) of the Federal
Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136a(c)(2)(B)] or section 4 of the Toxic
Substances Control Act [15 U.S.C. 2603];)

(i) YT —# R OERONE R OWEZICB W TER T2 Z ENER SO REOWMEELT
#95 ; (describing the reports of the Administrator required to be prepared during and after the
collection of the data and information;)

Gv) AK OGN D M%7 — & R, KOG EEZREICRNT 2 2 82 2kT25 ; KO

(requiring the submission to the Administrator of the data, information, and reports referred to in

clauses (ii) and (iii); and)

W) QA OGEIZHET B Y H N R SN IR 57 W H 238 E T 5, (establishing

dates by which the submissions described in clauses (i) and (iv) must be made.)

EBEIX, OFRIBFICEIY  EVETETA7DIEREOZD L ) T EFIET D2 LR TE 5,
EEIZ, ZOBRKEICLY YHERLTPWER NI L TARBEDOT R b it L0 AL D305
X2 OMOWNWHRNAR T 2R A2 FFOBEMERH 5008 9 NCBT 57 — & UEiEH a2 Tk
HZ ENTED, (The Administrator may under subparagraph (C) revise any such order to correct
an error. The Administrator may under this paragraph require data or information pertaining to
whether the pesticide chemical may have an effect in humans that is similar to an effect produced
by a naturally occurring estrogen or other endocrine effects.)

(2) R@1T(Noncompliance)

H L, WQBRIZHE> TRITEN DB, (DBEEIC & 0 RBIT S DB XIT(WOBIFIZ X 0 %
TEINHMBIC Lo TERSINDTEHA, £O L9 s, HHl, XIm S TEDHHRE Tz I
RWEAIE. REEX, BRTARINAOHICLY , YZiFARM S UIRERAEIESUII Y HT 2 &N T
D, ZOFRDOQEEEIZEDZD XD Ief O 2 BHFEICE N TS, ME—D0ERERERS T, (D
BRI X VERINDIBENED AR E TILAREINTZNEINTHH LD LT 5, (If a submission
required by a notice issued in accordance with paragraph (1)(A), a rule issued under paragraph (1)(B),
or an order issued under paragraph (1)(C) is not made by the time specified in such notice, rule, or
order, the Administrator may by order published in the Federal Register modify or revoke the
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tolerance or exemption in question. In any review of such an order under subsection (g)(2) of this
section, the only material issue shall be whether a submission required under paragraph (1) was not
made by the time specified.)
6] B'ﬂJj)J%EE H. BE&. A, RORIREE(Effective date, objections, hearings, and administrative
review.
(1) #h5%4 A (Effective date)

Z0&O@@WHE, (MM, XITOQ@EIZ LV 51T S5 BAIUTM I, é’%%ﬁhﬂumié\/\rbx%u
EODGEERE, AKRDOH Gliﬁﬁ%‘fébé%@&ﬁ’é EEIEZ. bL. TO X5 721X nnn 5%
T, QBTN > TEOD X9 Z2HAILm I L CTEEP R SN D561, é‘i%ﬁﬁﬂ ESTiEE)
DH N f%é”@ﬂ:?‘é Z L3 T&E %, (Aregulation or order issued under subsection (d)(4), (e)(1), or (f)(2)
of this section shall take effect upon publication unless the regulation or order specifies otherwise.
The Administrator may stay the effectiveness of the regulation or order if, after issuance of such
regulation or order, objections are filed with respect to such regulation or order pursuant to
paragraph (2).)

2) #oD#% D FE(Further proceedings)
(A) E#(Objections)

ZO&DOWDM@WHE, E@MAHE, E(M®E, O@HE, MG)HE, XiFmGNOHEIZ L HEAI LM
DFAT ST D 60 HELNIZ, fTAD, £l ’ﬂ@‘é/ﬁe%ﬁ)%é LEZTNY aﬁiﬁﬁJ (A OHE %
3G L7b>o%0)é\ﬁé’97§?$&%%n_/\t;ﬁ\%%§ Bl TEEH‘?ZD ENTED, b L WUEZHAI X
a2 @*@(d)(l)lﬁ K DHSL TG UTHAT SN GATR. YRS AL OF I L0
SNTBEEBEOELPERICL VYR IANCREEIN D O &Té (Within 60 days after a
regulation or order is issued under subsection (d)(4), (e)(1)(A), (e)(D(B), ()(2), (n)(3), or (n)(5)(C) of
this section, any person may file objections thereto with the Administrator, specifying with
particularity the provisions of the regulation or order deemed objectionable and stating reasonable
grounds therefor. If the regulation or order was issued in response to a petition under subsection
(d)(1) of this section, a copy of each objection filed by a person other than the petitioner shall be
served by the Administrator on the petitioner. )

(B) 1FE<(Hearing)

BT, UEBICESFHVEMAESOEFR L2 ZH 2 LR TE 5, b L, BREN., YAE TR
SN FHEOERE LG RICET 2 HEICESAMEG D72, 2O X RAWMESNLETHD &
WETH5G. ROWRET 2HAICENT, BRI, REOREICESE, MIMEHERHGRE OEHFICHK
’D% BEOZREER OB, FHLEMATESZET S bD L TZD DX AR DOERIT, HEE

hDE D DR R % %Zv*ﬁﬁ&%’fﬁxé ENTE, 2o, YEFICLHEYREH @T%/?GZJ\ UIN
17)\753 5 HEESE X ij(£®ﬁ£ﬁk%:9§ﬁ%ﬂ’( T LMK EFITT 22 ENTE D, YikimRIL, sEA T
VERSCEDWNE DRED T2 OEF DD 217 5 BRI, EMRFFDRFHHANIE S D & L. 75‘/3 Ak
MNIFESEZERT D54 L L TAENRFEBROREDIINEM UL D ET D, MFrORRIC
ZO X O AR, AREMGTEHFTNICLVBITT D2 ENT %’f %, (An objection may include a
request for a public evidentiary hearing upon the objection. The Administrator shall, upon the
initiative of the Administrator or upon the request of an interested person and after due notice,
hold a public evidentiary hearing if and to the extent the Administrator determines that such a
public hearing is necessary to receive factual evidence relevant to material issues of fact raised by
the objections. The presiding officer in such a hearing may authorize a party to obtain discovery
from other persons and may upon a showing of good cause made by a party issue a subpoena to
compel testimony or production of documents from any person. The presiding officer shall be
governed by the Federal Rules of Civil Procedure in making any order for the protection of the
witness or the content of documents produced and shall order the payment of reasonable fees and
expenses as a condition to requiring testimony of the witness. On contest, such a subpoena may be
enforced by a Federal district court.)
(O) E#&pE(Final decision)

MEF ORI EZI LB TRERIR D 0T, BB, FNENDZO L5 ZRERICESEIMbH
BB RS, o, RENCAVE CRIESNS LD T X747 %EEJJ 13T Hamn 1\0)1}_%‘\@
&;T%EE%Z LIRS ERITT2b08T 5, b L, AMEEPBRIBKICL Y BEENZGEIE, 20
&9 e B R OSBRI AT T 265 ~DEEOUET T, éaﬁa} ﬁ/\f’?ﬁhﬁ & f&ot?%??i E:EJ
L. DL 9 BRARES T@uﬂﬁg)é%gﬁﬁﬁ%@l} CHEESHRT TR BT, A OoFEEOFT LY %0
AOUTHBIPRIL & F~ 2B UIBUR 0GR 2 . FEMICFEHE L 2210 4L 72 5720, (As soon as
practicable after receiving the arguments of the parties, the Administrator shall issue an order
stating the action taken upon each such objection and setting forth any revision to the regulation or
prior order that the Administrator has found to be warranted. If a hearing was held under
subparagraph (B), such order and any revision to the regulation or prior order shall, with respect to
questions of fact at issue in the hearing, be based only on substantial evidence of record at such
hearing, and shall set forth in detail the findings of facts and the conclusions of law or policy upon
which the order or regulation is based.)

(h) BlHEEE Judicial review)
(1) 37T (Petition)
ZOEDEMOHIZ L Y FEITSNDHEZEORAL. XE, ZOFROOM(C)IHEXIT(@)(C)IHEIZ XL v %
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ITENDEEOME, XIFXZED LS BB OxG & 72 R ORAOBENEICET 2 BHEDREDHE
I, FO LD e B RN KV B EEZ T 5 ThHA HMAL, £ XD ed s XITHROAERE
60 HIZIWIZ, M UIHA ORI U —ME2EN LT 52 L 2RO LB TE, TOFEPEET D
XL F T B FHEFT A RO EIX OB REVEFEHFT XL = v 2 7 Rl KR O-A R E PSR BT I
HT D Lich Y, FIEEREEZIT D2 L3 TE D, (Ina case of actual controversy as to the validity
of any regulation issued under subsection (e)(1)(C) of this section, or any order issued under
subsection ({)(1)(C) or (2)(2)(C) of this section, or any regulation that is the subject of such an order,
any person who will be adversely affected by such order or regulation may obtain judicial review by
filing in the United States Court of Appeals for the circuit wherein that person resides or has its
principal place of business, or in the United States Court of Appeals for the District of Columbia
Circuit, within 60 days after publication of such order or regulation, a petition praying that the order
or regulation be set aside in whole or in part.)

(2) FH Kk OEEEHE(Record and jurisdiction)

(DB Z S TOE LT, EHICEHFTOELHICL Y RE TS AMOIZDICREIC L
DIESNDEBRDRBIMBEISNRTNXROT, TORELICREIL, AREEMLE 28 R4 2112
FICHET D L0, YBEEHFTIC, RESYEZMA SUIHA OB L U7 B TR & Ok e g L
RFUER B2, 2O XD RN TORIICHESE | UFEHPFNL. FADOH o 7Y ik XITHA]
DI NT— AR XITE & T 5 HREEEL AT LD LT 5, FHUEMARSO®ZRIZEITIN
oA ICB LT, EEMBEICET 2 REOYZATRIL, Uikiis R mIc i U COlRE S EEREELIC
EVEMTONDEEICRY  HFFEN 5 H D LT 5, (Acopy of the petition under paragraph (1) shall
be forthwith transmitted by the clerk of the court to the Administrator, or any officer designated by
the Administrator for that purpose, and thereupon the Administrator shall file in the court the
record of the proceedings on which the Administrator based the order or regulation, as provided in
section 2112 of title 28. Upon the filing of such a petition, the court shall have exclusive jurisdiction
to affirm or set aside the order or regulation complained of in whole or in part. As to orders issued
following a public evidentiary hearing, the findings of the Administrator with respect to questions of
fact sh)all be sustained only if supported by substantial evidence when considered on the record as a
whole.

(3) B FE#(Additional evidence)

H L. &Y EENYFEHPNGEBMOFEA SRR T D720 OFF I &2 HE L, 230, MiZBEM O
NEETHLHZ &, RO, YZFREICBVTRE ORI Y LG 2 f2r LIEZR - TG B2 B 23 &
Sl b, BHFORMET D X ITRTHEAIE, YEENINE, YBINOFHLE E N DGR
MEIHITT A E D) & B2 D HEROEFTREONNIEREND I L 2MmT 2N TE S, BEIL.
ZDO XL THRARSINBMOGELA B, YEERICET RO AEZEIETE, KOZIIHE
S THEMB IHAZEETE 5, BREIZ. YS%EHNICEEDOZO L S RIELESNIFTR., 5.
SUTHRAN R L2 uE7e 720, (If a party applies to the court for leave to adduce additional
evidence and shows to the satisfaction of the court that the additional evidence is material and that
there were reasonable grounds for the failure to adduce the evidence in the proceeding before the
Administrator, the court may order that the additional evidence (and evidence in rebuttal thereof)
shall be taken before the Administrator in the manner and upon the terms and conditions the court
deems proper. The Administrator may modify prior findings as to the facts by reason of the
additional evidence so taken and may modify the order or regulation accordingly. The Administrator
shall file with the court any such modified finding, order, or regulation.)

(4) Bl ; BEm#RHFTIC & 552 (Final judgment; Supreme Court review)

EBOHRIIHEBE OB K OED L S B OxtR & 722 LR ORI 045 AT —E0 4 fedd 3
BT 0 UHEHFTORIRIT, MEE L, ARENEIME 28 1F 1254 FICKHET 2 LBV . AREREE
PN X DFEONR LR D, TOHIZL D Fh& OB, Mik#HETIC L0 BRI Ofman
e IR WIEA T, HAIIIGSOEIEE L THIELZ2WVWb O L35, (The judgment of the court
affirming or setting aside, in whole or in part, any regulation or any order and any regulation which
is the subject of such an order shall be final, subject to review by the Supreme Court of the United
States as provided in section 1254 of title 28. The commencement of proceedings under this
subsection shall not, unless specifically ordered by the court to the contrary, operate as a stay of a
regulation or order.)

(5) 3 F(Application)

ZOHEIZE VERENE LN D IHONTAEEOFRIL., EEOEEOMOBEIC X 5 FIERAE DX
Gliabr b dE 3%, (Any issue as to which review is or was obtainable under this subsection
shall not be the subject of judicial review under any other provision of law.)

G) 7 —& O & OME i (Confidentiality and use of data)
(1) #HI(General rule)

& DB SULFF B D O5bRE BT D7D ZOFEULZ OIEREDOH 348 I L 0 REICRM
LD XU ST T — & R OME WL, HRA A A RANE O 2 3 S OV 10 4:[U.S.C. 5 7
i o5 136a 5k, 5 136h kI CED 2 D & AL, BRI 2Bl & 28 H . RO S B K
WTF— 2 B OMHERE2F9 50 L35, (Data and information that are or have been submitted to
the Administrator under this section or section 348 of this title in support of a tolerance or an
exemption from a tolerance shall be entitled to confidential treatment for reasons of business
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confidentiality and to exclusive use and data compensation to the same extent provided by sections 3
and 10 of the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136a, 136h].)
(2) #4(Exceptions)

(A) %H|(In general)

(DEFI X VBB OER 2T 27 — % LOERIT, EEPHBICE Y RIT 2 22T 0 b
L UTOFEICHREND Z £ TE %—(Data and information that are entitled to confidential
treatment under paragraph (1) may be disclosed, under such security requirements as the
Administrator may provide by regulation, to—)

Q) ZOEEIARGEEZRE L L5 & T 52 OMOEIERIC LD ABOEITITBNT, REIC

I, 20X I NRT =2 R NERERET DHERE 5 2 5NT-AREORE ; XiX(employees of the

United States authorized by the Administrator to examine such data and information in the
carrying out of their official duties under this chapter or other Federal statutes intended to
protect the public health; or)

() ZOBEHEIIED &S RBEERIC L 2B OFEITICEN T, REICLY, 20X RT7—2 Kk
OERERET 2HER A 5 2 5o ARE & OfEA AN, (contractors with the United States
authorized by the Administrator to examine such data and information in the carrying out of
contracts under this chapter or such statutes.)

(B) ##F#E2(Congress)

ZOHEE, T—Z IERE . WA OEHES, T OHERNICH 2 HHOHAN T, LED
ZESXITED L O RETFERO/INEES TETHESOIEEOERZES ITZED L 5> REREES
DOINEERITIRMET D22 L 22 L 2HRE 5 25 H O TiX72\, (This subsection does not
authorize the withholding of data or information from either House of Congress or from, to the
extent of matter within its jurisdiction, any committee or subcommittee of such committee or any
joint committee of Congress or any subcommittee of such joint committee.)

(3) #E(Summaries)

Z OB OBERO 72 ZHEIC b2 b 69, REIEL, ZOROWDENADHIC LY ERI D
P 2 AR T HZ N TE, KON, ZOFRICEDEEERO XIIKRKOBAI X IIMmBS 2 RITT 5
BRI, YERRI ST A I B 5 Yk T — X ORI E 2 AR T D5 Z L TE B, (Notwithstanding
any provision of this subsection or other law, the Administrator may publish the informative
summary required by subsection (d)(2)(A)() of this section and may, in issuing a proposed or final
regulation or order under this section, publish an informative summary of the data relating to the
regulation or order.)

G) PARMZ 31T SN T- AR Al Hif7 (Status of previously issued regulations)
(1) % 346 Z:iz & B H|(Regulations under section 346)

19563 4F 1 H 1 H XV AMNICHRE SN2 AR &, ZOEFOH 346(@)FDOHERICE D, Z ok
DF 3TU)EKITHES T, A& iz, RINLIREHONE UTRE IS T 2 BRI EDEIRE IR
EZ DAL, ZORICEVEITENTZHATHD LR L, KO, ZOHEODELVEIEIC L HE
EXFRYELOMR L2 b0E L, RO, ZOFRD(QEIZLDFEEONR L7225, (Regulations
affecting pesticide chemical residues in or on raw agricultural commodities promulgated, in
accordance with section 371(e) of this title, under the authority of section 346(a) 1 of this title upon
the basis of public hearings instituted before January 1, 1953, shall be deemed to be regulations
issued under this section and shall be subject to modification or revocation under subsections (d) and
(e) of this section, and shall be subject to review under subsection (g) of this section.)

(2) % 3848 4:Iz X 2 3 HI(Regulations under section 348)

MLESHOWNEHXIIREIZH T 2 BEFWEKRED CTHOIME IR T O RMEEHRE Lz, XEE
DZ D &9 22 REAL A E N Z R TE D82~ BRI Th - T, 1996 4 8 1 3 HLIETIZ Z
DIFEDH; 348 RIC KV BT S NHANT, ZORICI VBTSN BAITHL L AL, KT, Z0O
FODHEK MEEIZLDBEEXITMVIELOMR LD ED L L, KT, ZOFRD(QMIC X 5HFEDKS
St 72%, (Regulations that established tolerances for substances that are pesticide chemical
residues in or on processed food, or that otherwise stated the conditions under which such pesticide
chemicals could be safely used, and that were issued under section 348 of this title on or before
August 3, 1996, shall be deemed to be regulations issued under this section and shall be subject to
modification or revocation under subsection (d) or (e) of this section, and shall be subject to review
under subsection (q) of this section.)

(3) % 346a iz X % #HI(Regulations under section 346a)

T ORI L DHFRM TR ERE LM TH - T, 1996 4 8 A 3 HURNCRIT S MANT, =
DEOHEIL(EEIC L VEEXIWMVIEINIGZEERE, D2 FT2b0L L, KO, 205D
(QHEIC L 25RO L 725, (Regulations that established tolerances or exemptions under this
section that were issued on or before August 3, 1996, shall remain in effect unless modified or
revoked under subsection (d) or (e) of this section, and shall be subject to review under subsection (q)
of this section.)

(4) #EDWE (Certain substances)

Z OFEROH 321(q)(DFRIT K D HEE TERLEWE ) OERITITE EN20A5, 1998 48 10 H 30 H

DORTAIZBNTEENLTOWEICE L TIE, 1998 410 H 30 HE/ET, AR EA S D « (With

respect to a substance that is not included in the definition of the term “pesticide chemical” under
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section 321(q)(1) of this title but was so included on the day before October 30, 1998, the following

applies as of October 30, 1998:)
(A) Q)BT BT, 1998 4210 A 30 HORTHIZEB W T Z A LT\ e, 230, D K H 72 AL,
FOESBRBEIFICBVTIORICEVFITINIZ LB IN TV, Y E O HICHEAT 2RO
AN, ZOWEEORE 348 RIC L VW BITEI Nz L Al &5, (Notwithstanding paragraph (2), any
regulation applying to the use of the substance that was in effect on the day before October 30,
1998, and was on such day deemed in such paragraph to have been issued under this section, shall
be considered to have been issued under section 348 of this title.)
B) BBEHIC» DL, TOLIRBIZBNTHNZAL TV, 2o, ZORICEIDETSh T
7o, MR E oI E T 2 EEOMAI1996 4 8 A 3 H XV RIIHIT INTALEDZ D X ) 7l
EETNT, 2 OIEFEOE 348 KT XL W RITEI i & #7235, (Notwithstanding paragraph (3), any
regulation applying to the use of the substance that was in effect on such day and was issued under
this section (including any such regulation issued before August 3, 1996) is deemed to have been
issued under section 348 of this title.)

(k) FEHE(Transitional provision)

H L., 19964 8 A 3 HOHITHIZEWT, &5 RFEFWE CTHLIMWEN, UEWE D & 2 5 E D BRI
HHEKORERLE LTAEL 252/ EORMONIHXIIRAIZK T 2IEEOREFWEREWIZE L T
—(If, on the day before August 3, 1996, a substance that is a pesticide chemical was, with respect to a
particular pesticidal use of the substance and any resulting pesticide chemical residue in or on a
particular food—)

(1) REXIREEAEREICLY . TORATHNZAHET 2 ZOXO@E XL DIEHEDH 321(s)54

DHEDERIZBWNT, HICRETH D & —RMIFEIMEIND L AR END5EE ; Xik(regarded by

the Administrator or the Secretary as generally recognized as safe for use within the meaning of the

provisions of subsection (a) of this section or section 321(s) of this title as then in effect; or )

(2) RIEFRIEEREEICE Y, 2 OBHEOE 321()(FRIZE W BE SN DWHE & #78 S b6 ; (regarded

by the Secretary as a substance described by section 321(s)(4) of this title;)

Z O X5 REF B WIE, 1996 4 8 A 3 HEUE T, iFRMEOBREZ RN D DRERE B S Dd
LD LETB, BEEIX. HAlZb-oT, FOMERZOHIZIVEESINDIDERIRITIILRGRN, Z
D L DEEORBRIEL, H720b ZOFHROQ@EIC LV BTSN D X H I, EEIRVIEEhD 2
LN TE %, (such a pesticide chemical residue shall be regarded as exempt from the requirement for a
tolerance, as of August 3, 1996. The Administrator shall by regulation indicate which substances are
described by this subsection. Any exemption under this subsection may be modified or revoked as if it
had been issued under subsection (c) of this section.)

) fhokiz L 2H#E & OiFFfi(Harmonization with action under other laws)

(1) FIFRA ¢ ®##(Coordination with FIFRA)

FATAMRE/RFIA T, 22D Z DED(QHEICE T HFEMR E —H L T, BRMONEXIIRTICE T D H

5 AW E IR BBk B AE TRk 25 13D UXE Y T3 Z O X 2 R &2 38179

DB, REE. £ 0O X5 2l 2@ F a8k AR m AR BANEIUS.C. 5 TR 25 136 SRUTHC K 2EE

OB 2 VB HEE PSS L0 L35, (To the extent practicable and consistent with the

review deadlines in subsection (g) of this section, in issuing a final rule under this subsection that

suspends or revokes a tolerance or exemption for a pesticide chemical residue in or on food, the

Administrator shall coordinate such action with any related necessary action under the Federal

Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136 et seq.].)

(2) BT 2 BGRDOER D I LITHE < FFAME XL AREROE Y 14 L (Revocation of tolerance or exemption

following cancellation of associated registrations)

H L, BEMA., #EBARREAIREANEC X2 EICB T, HOREDRELTWE LG, »

D, BIOIREDRMLTOMHADTZDITT VR R SN TN D EEIEDOYEBFEREATUETHE, XX, 4

EEAICRBT D U BREE P E OB L > TSR SNDA~DORBFEY Z7 0L TITETD—

HBNRK T, FZO XD RBIROYLBEN, TOLX D B MOAERE, RE, IEEICEELTZED

HHZEET DL ITBIESND Z & 2ERT 25813, BEI. YZEMONEHUIRHEIZBIT S,

YRR E X322 O D 52 T 2ER O RIECFWE IR DIFALE 2 788 5 Al 72 2 FFEE X

RO E I RTER LR, ZOF&RDEEE, ZOBRKICEIVBRONIEEICEATI 0L

T5, ZOEFICEIDIWMOIELIE, LFOHENS 180 AUNIZH IZ2AE LD b0 & F5—(f the

Administrator, acting under the Federal Insecticide, Fungicide, and Rodenticide Act, cancels the

registration of each pesticide that contains a particular pesticide chemical and that is labeled for use

on a particular food, or requires that the registration of each such pesticide be modified to prohibit its
use in connection with the production, storage, or transportation of such food, due in whole or in part
to dietary risks to humans posed by residues of that pesticide chemical on that food, the

Administrator shall revoke any tolerance or exemption that allows the presence of the pesticide

chemical, or any pesticide chemical residue that results from its use, in or on that food. Subsection (e)

of this section shall apply to actions taken under this paragraph. A revocation under this paragraph

shall become effective not later than 180 days after—)
(A) BEFOXETDO L WMV LA 1%4 L5 B ; Xid(the date by which each such cancellation of
a registration has become effective; or )
(B) HUFWMOIE SN EEOYFMAN, YEMVELOFHICIVEEL D BO, WTEN,
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(the date on which the use of the canceled pesticide becomes unlawful under the terms of the
cancellation, whichever is later.)
(3) BIET BB DIEILITHE FHFARMEIIHBDELL  (Suspension of tolerance or exemption
following suspension of associated registrations)
(A) &1 (Suspension)

H L, BED, R DAREAZEBEAEC L DBEICBWNT, »5REDREFWEE T, M
O, BOFEDEM TOMMDIZDITT NNVFIR SN TN D FBRERS TN D IO Y 2 254
AT 2 MR FME ORI L > THEREZ SN D A~NDOEFEY 27 ORTUIZD—
HANRE T, #H#IET 254, BT, YZAhONEIIERRICE T2, YiZBEELFEWE LT D
fEA D B4 U TR ORI PR B W) DO TFTE & 38 5 M 72 5 3 AR U bRr b 42 11 L 22 il
BV, ZOEOEEIL, ZOBRFICIVRONAEEICHAT b0 LT 5, ZORKICLHEL
X BZO LD REROEIENDNEETDAND 60 AUNIZS I Z24EL 56D E T 5, (If the
Administrator, acting under the Federal Insecticide, Fungicide, and Rodenticide Act, suspends the
use of each registered pesticide that contains a particular pesticide chemical and that is labeled for
use on a particular food, due in whole or in part to dietary risks to humans posed by residues of
that pesticide chemical on that food, the Administrator shall suspend any tolerance or exemption
that allows the presence of the pesticide chemical, or any pesticide chemical residue that results
from its use, in or on that food. Subsection (e) of this section shall apply to actions taken under this
paragraph. A suspension under this paragraph shall become effective not later than 60 days after
the date by which each such suspension of use has become effective. )

(B) =1 D% R (Effect of suspension)

(A)EIBEIZ K 2 PR TSRO IR, & 2 IR BT 5 B8k M RL A3, d AR A%
PAIFREANEC E VLS TOWDIRY W EFET D00 LT 5, FFAME IR S 1EA 2 )
EAETHBIL, MEEFAEXIIRRIINNER T D LITABRI RN EDETH, b L, HFEERICLD
LRI OIS I T Sh, Y EIC L 0 20 X 5 RERICKT 5 Bk EIRO B ER DN /) & #fE
FFT 2854603, BRI RO T 5 FFAMSUIEFROEEEZTY HT b D L%, (The suspension
of a tolerance or exemption under subparagraph (A) shall be effective as long as the use of each
associated registration of a pesticide is suspended under the Federal Insecticide, Fungicide, and
Rodenticide Act. While a suspension of a tolerance or exemption is effective the tolerance or
exemption shall not be considered to be in effect. If the suspension of use of the pesticide under that
Act is terminated, leaving the registration of the pesticide for such use in effect under that Act, the
Administrator shall rescind any associated suspension of tolerance or exemption.)

(4) RFTBEAFRE S % #F A #(Tolerances for unavoidable residues)

QBIE T @) BIRIZ L W RO D HEE IS L <, X, #UTR AR EAIRBRANEIC L, 1996
£ 8 A 3 HXVAENZZDREEMMEIL IV SN2 BEICE LT, L, BED. YviEsi:
SAFEIE ST BEACFME O b DI NRE PR AR T2 2 L kb ZRICE-Th
LEMONEHUIRENAFIET 22 & &0 ERET L2HEE. BRI, YR WEERE DI
TOHRMEERET L2 ENTE D, TOX I RIHFRMEEZRET HEEIC, REIE, 20500 Q)HICH
FOEREROLZER DO AR REOR T2 BET 200 ET 5, ZOLOEMEIL, E0 X9 iR M
OREICHEHAT 20D LTD, REIEX. EHWNIC, LEOZO LI RHARMELEET L DL L, £
DARFEE R BT O YL BRI MBI 2RO D L ICHBIZS L TENEEBEET LD LT 5,
(In connection with action taken under paragraph (2) or (3), or with respect to pesticides whose
registrations were suspended or canceled prior to August 3, 1996, under the Federal Insecticide,
Fungicide, and Rodenticide Act, if the Administrator determines that a residue of the canceled or
suspended pesticide chemical will unavoidably persist in the environment and thereby be present in
or on a food, the Administrator may establish a tolerance for the pesticide chemical residue. In
establishing such a tolerance, the Administrator shall take into account both the factors set forth in
subsection (b)(2) of this section and the unavoidability of the residue. Subsection (e) of this section
shall apply to the establishment of such tolerance. The Administrator shall review any such
tolerance periodically and modify it as necessary so that it allows no greater level of the pesticide
chemical residue than is unavoidable.)

5 %%O)Diﬁ& RERA» LA T 5 EEZE Y (Pesticide residues resulting from lawful application of
pesticide

ZOERDEEOMOBEIZ D 6T, b L, HI2EMONTUIRMIZEHIT 5 H 5 BT mE

BRBEWINIKRIT DA ESUIABRD . ZORICE VB WHENTZ, FIEENTo, UIEEESNIZHET.
H L. UTOFEMMEGBUEEEOWRET 5 L 2ICRIND2HGEIE. 2O L5 B8O XITRE
\ZFD XD R RECTFWERBYPFET D2 WHEBETE2H > T, YEEMHOMENLETRNE
IR END Z L7y D L35 —(Notwithstanding any other provision of this chapter, if a
tolerance or exemption for a pesticide chemical residue in or on a food has been revoked, suspended,
or modified under this section, an article of that food shall not be deemed unsafe solely because of the
presence of such pesticide chemical residue in or on such food if it is shown to the satisfaction of the
Secretary that—)

(A) YYD, EARR B EFERAEICLVEE ChHoTz, HORHKROH L HEICL D, &

LR, HHWAXIIMEAO LR E U THEAEL TV D Z & ; K D(the residue is present as the

result of an application or use of a pesticide at a time and in a manner that was lawful under the
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Federal Insecticide, Fungicide, and Rodenticide Act; and)

(B) MW, LA XIIER ORE ST, H27FRME. bk, BMRINmOFHAL Tz oEfE

LD ZORRRTHIERTHEOMOFIEIC L W BERLICHFET D2 ENRAI SN TV - EEH

Z T2\ Z & (the residue does not exceed a level that was authorized at the time of that

application or use to be present on the food under a tolerance, exemption, food additive regulation,
or other sanction then in effect under this chapter;)

L, ZOEXIZOFEO@EXIZE@MEICL VBV EEINZ, EiEniz, UIBEINLED
TR SUIRBROGEIZE N T, BEED. BEAENICAE SN OMEENICFIHTERE L Bbih s
HIMFOWEEN, TERBEREI AT EZFEEITTHA D EORELZRITLIEEAIZZORY TRV,
(unless, in the case of any tolerance or exemption revoked, suspended, or modified under this
subsection or subsection (d) or (e) of this section, the Administrator has issued a determination that
consumption of the legally treated food during the period of its likely availability in commerce will
pose an unreasonable dietary risk.)

(6) BEARIREERIC X 5 BEROEH IR 5 #F & H (Tolerance for use of pesticides under an
emergency exemption)

H L REN, & 2 BEHECFWREI s U AR h AR s AR BANE O % 18 (U.S.C. % 7## % 136p
PN L D% 52 2561%. REE., MBI MBEREWIII 2 3F B M U LEF B O & EK
PHDRREFRET DD LT D, FD XD RIFFRME UM O OmbriX, AR EFF>bD L
T5, BEEIF. YUETAEXITERICET 280 IEROMM 2T L, ZOX I RTR
ESNTRBRERET 5 Z ENTE D, REIL, 1996 4 8 J§ 3 HAD 365 HLINIC, T DBKIC L D7
R OSabROFEE % Ku 3 A BLHIZ A0 Lis i iud e v, 20 X 5 280, Z0500)QEE W
(QQEIZ L DR AHAE S OSE IR AR A RANEDSE 18 & —F L2 ude 572w, (If the
Administrator grants an exemption under section 18 of the Federal Insecticide, Fungicide, and
Rodenticide Act (7 U.S.C. 136p) for a pesticide chemical, the Administrator shall establish a
tolerance or exemption from the requirement for a tolerance for the pesticide chemical residue. Such
a tolerance or exemption from a tolerance shall have an expiration date. The Administrator may
establish such a tolerance or exemption without providing notice or a period for comment on the
tolerance or exemption. The Administrator shall promulgate regulations within 365 days after
August 3, 1996, governing the establishment of tolerances and exemptions under this paragraph.
Such regulations shall be consistent with the safety standard under subsections (b)(2) and (c)(2) of
this section and with section 18 of the Federal Insecticide, Fungicide, and Rodenticide Act.)

(m) F4kH(Fees)
(1) &% (Amount)

BRI, HAlZH - T, ZORICEDIEEORBEOPITOI DI — 2284 L, FE L.
KOMERF T 272012, AENRHIRIChT > T, BEEOHENCZE N T, At THaThsrH LEbid
FHELOSIFANEERT DD LT 5, BEBHNZLIY, UTE2ELIORICLHIEFO—E AT
Z DA DOEER; DEUTIZ—(The Administrator shall by regulation require the payment of such fees as
will in the aggregate, in the judgment of the Administrator, be sufficient over a reasonable term to
provide, equip, and maintain an adequate service for the performance of the Administrator’s
functions under this section. Under the regulations, the performance of the Administrator’s services
or other functions under this section, including—)

A) ZOFODHEIZ XL VIH I DB TOXE ; (the acceptance for filing of a petition submitted

under subsection (d) of this section;)

(B) ZOFRICEDIHAFMEORE, AEIE, 2 OKERE, UMV L, XL, FRMEOREERI D D%

FROFRE, EIE, 20 OMERE, SUIELY JE L ; (establishing, modifying, leaving in effect, or revoking

a tolerance or establishing, modifying, leaving in effect, or revoking an exemption from the
requirement for a tolerance under this section;)

(C) ZD%D(MHEIC L B EiE D% ; XiX(the acceptance for filing of objections under subsection (g)

of this section; or)

D) ZD5OMIEIC L D T & LOFEERO T L ORER K OEHIFT~DFHEH ; (the certification and

filing in court of a transcript of the proceedings and the record under subsection (h) of this section;)

ZOE ) RFEBOZINE RN LT D ENTE D, BHEMANE, REDOHENCISNT, D& 572
GRRUTBR LBATETH Y, O ZOHEO B L e &%, FERO ST —EORER T
HRELEZSIGIZHET S Z LN TE 5, (may be conditioned upon the payment of such fees. The
regulations may further provide for waiver or refund of fees in whole or in part when in the judgment
of the Administrator such a waiver or refund is equitable and not contrary to the purposes of this
subsection. )

(2) #H&(Deposit)

(DEFIC L 0 BUISN 22 TOFHEBHE, % m AR ERRRANEORE 4W5&[U.S.C. # 7H 56
136a—1(K)GNC £V B S5 8L O T < R L RGICHEEIN D LD LT 5, D XL 5 e Tk
E. DBEFICEDDEFEOYV — EXUIRBEOBITOIZ0I1L, KFHEEOHIRZR <, REOFMICHEE
ndHLo L9425, (Al fees collected under paragraph (1) shall be deposited in the Reregistration and
Expedited Processing Fund created by section 4(k) of the Federal Insecticide, Fungicide, and
Rodenticide Act [7 U.S.C. 136a—1(k)]. Such fees shall be available to the Administrator, without fiscal
year limitation, for the performance of the Administrator’s services or functions as specified in
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paragraph (1).)
(3) £ 1k (Prohibition)

20074 10 A 1 HITARE Y 2017 42 9 A 30 HICHK T 28T, REE, OBREO L & w253
IO TEE B L2t 0 &35, (During the period beginning on October 1, 2007, and ending
on September 30, 2017, the Administrator shall not collect any tolerance fees under paragraph (1).)

(n) FARMEOEHE—H(National uniformity of tolerances)
1) REMERLZYMEREY] ©EZ(“Qualifying pesticide chemical residue” defined)

ZOHEOEMH B, HEE TIRENBEILFWEREY) 1X. HD2ENS ThH o> THOLLTIZEST 5,
oD EFNFWED, HDORALOEFE, ML, IIMRE~OEHOFERLE LTEL D, &DEFENFY
B & B4 5 —(For purposes of this subsection, the term “qualifying pesticide chemical
residue” means a pesticide chemical residue resulting from the use, in production, processing, or
storage of a food, of a pesticide chemical that is an active ingredient and that—)

(A) 19854 4 ] 25 HICHWCHRLEMAITUS.C. H 136 RUTNC L V& 283 2RI TED 22T

DM FIRER T — Z B AT L TV D EREICEVIRESND T —F IO E (19854 4 H 25 HLL

WL R A% AR R AL O SE 3()(B5)R[U.S.C. 7T 5 136a0B)ERIC LV BITEN2H D&

WOBEOR T, DX D 72EAIYD TRB S N 2R EWE ; d(was first approved for such

use in a registration of a pesticide issued under section 3(c)(5) of the Federal Insecticide, Fungicide,

and Rodenticide Act [7 U.S.C. 136a(c)(5)] on or after April 25, 1985, on the basis of data determined
by the Administrator to meet all applicable requirements for data prescribed by regulations in
effect under that Act [7 U.S.C. 136 et seq.] on April 25, 1985; or)

(B) 1996 4= 8 A 3 HLAKEIZ, Y%kt 4(g)%[7 U.S.C. % 136a-1(x)5IIC L 0 54T & 2 FFtedkiid

KREOR T, 2O X5 REANAR S Iz B2 WE, (was approved for such use in a

reregistration eligibility determination issued under section 4(g) of that Act [7 U.S.C. 136a—1(g)] on

or after August 3, 1996. )
(2) MBEREIBARE] OEZ(“Qualifying Federal determination” defined)

ZOHEOEM B HEE TREMEMEBIFRE] 1X. LTINS T 5. & 2REMNEECFEMEREY
WK B R SUTRF R OF% EE R ) B O5abk % Bk § 5 —(For purposes of this subsection, the
term “qualifying Federal determination” means a tolerance or exemption from the requirement for a
tolerance for a qualifying pesticide chemical residue that—)

(A) ZOFRICTEY, 1996 £ 8 H 3 HL D &ZICHITS N, 7o, BREICEY, Z0OZKOLEQAHEFE

EOHE) T QIEGFRDGZA) D IEHEETT- LT D LIREEND b D ; XL(s issued under this

section after August 3, 1996, and determined by the Administrator to meet the standard under

subsection (b)(2)(A) (in the case of a tolerance) or (c)(2) (in the case of an exemption) of this section;

or)

B) Q) ZOFEOGPEIZHE-ST, WEEDHITEALTND, FZORICLVRITEINTZ LR EIND,
X OEOREIZ LV FREOREE RN L DORERE AR EIND H O ; FON(pursuant to
subsection (j) of this section is remaining in effect or is deemed to have been issued under this
section, or is regarded under subsection (k) of this section as exempt from the requirement for a
tolerance; and )

() REIZLY . Z050b)@A)EGFEMEOSEE) L (@)HEGROSGE) DAL/ L T\ D L
REEINDH D, (is determined by the Administrator to meet the standard under subsection
(b)(2)(A) (in the case of a tolerance) or (c)(2) (in the case of an exemption) of this section.)

(3) #IBR(Limitation)

REIZ. Z05OWDEXIL(@ED FHUNE> THAEZFITT 2 Z LICX > TOHR, o, RENHSIA
RERITLYZBARIZONT 30 BU LOEROMIM AR 235512 -> T, Q)B)GEHEICHIES
DIREEITH ZEMTE D, EBOZDO L) RBANE, ZD5DQ@MER NO)HEIZHE> CTHEMTE D
®D &35, (The Administrator may make the determination described in paragraph (2)(B)(i) only by
issuing a rule in accordance with the procedure set forth in subsection (d) or (e) of this section and
only if the Administrator issues a proposed rule and allows a period of not less than 30 days for
comment on the proposed rule. Any such rule shall be reviewable in accordance with subsections (g)
and (h) of this section.)

(4) JNDOHERR(State authority)

GIEVE, BV, KUQBFEICHET 245G E2RE ., MR 5ME O 3RS LEO DX
RIS 5 b 5 REEFE P EIRE DT DEEOBHINHIRE, b L, 2085 RBMHD
WSR2 D L 5 B3 P BRI DIFEII 3 U Cd 5 IRE AEFRBUF I E 733 S
NTOVDELAITIE, E LXIIHITT 5 Z LIETE RV, 72720, 20 L9 2N L B HHIRHI RS,
Z0 L 9 RBREREREIFRE LR —CTHDHEAITZORY TR, b L, HDMNUIZYRR. H5D
BN D5 EEBEENE (bR EOHIBZEZ OFALTWAZ L ZHMIC, YEREHOAFE, ML,
FE, XATEOMOTRNEEEIET 5 ITET 5 LT 2581L. YNNI aRIE. H2RLON
IR RIT 5 & 2 BEAFWERBEWIK T 5 o 2 BT 2 3E XITMHIT L T b & AR S
nsbLm L9425, (Except as provided in paragraphs (5), (6), and (8) no State or political subdivision
may establish or enforce any regulatory limit on a qualifying pesticide chemical residue in or on any
food if a qualifying Federal determination applies to the presence of such pesticide chemical residue
in or on such food, unless such State regulatory limit is identical to such qualifying Federal
determination. A State or political subdivision shall be deemed to establish or enforce a regulatory
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limit on a pesticide chemical residue in or on a food if it purports to prohibit or penalize the
production, processing, shipping, or other handling of a food because it contains a pesticide residue
(in excess of a prescribed limit).)

(5) B 37 T D Fii(Petition procedure)

(A)#HI(In general)

a7 HM b EEORSGHOWNE IIREICE T 2 & 5 REVERIC W EREMIINTDH, TO L
5 72 IRE R IR LW B AR R W\ A S D YR EE T EBUR R E & —E L7222 HHIHHIRR %
ZOE M BNTRET RN G2, BEEICHINYTHZ N TE %, (Any State may petition
the Administrator for authorization to establish in such State a regulatory limit on a qualifying
pesticide chemical residue in or on any food that is not identical to the qualifying Federal
determination applicable to such qualifying pesticide chemical residue.)

(B)H 37 T DEA:(Petition requirements)

(A)FIEEVEIC K AT 0 B 32 Tld— (Any petition under subparagraph (A) shall—)

G EEIZLVBAITED AEEOEME5T- S 7210 hiE e 5720 5 ) U¥(satisfy any requirements

prescribed, by rule, by the Administrator; and)

(1) YFEHSLTOXIR L 72 5 Ui B b A B R R Y S b A B 2 B3R L - B AR B 2 B

TORFENT — % | YEERCFEWEERY 2 H 0TV RMOZED X 5 2NNICEB T 2 1EE BT

7= RO, YEBEEEMERBEY~DOT DX D 2MNIZBIT 5 NOBRERICET 57— Xz &

> THEMIT LNRITHIEZR 5720, (be supported by scientific data about the pesticide chemical
residue that is the subject of the petition or about chemically related pesticide chemical residues,
data on the consumption within such State of food bearing the pesticide chemical residue, and
data on exposure of humans within such State to the pesticide chemical residue.)

(O #ERRft5-(Authorization)

FEEIZ. b L. RENYRIBRE SN MNOBGIMHIRA LTSS T2 L RET 2581 mTE b
> T (ARIBVEIBUET 2 HERAH 5 %388 2 = & 8T & 52— (The Administrator may, by order, grant
the authorization described in subparagraph (A) if the Administrator determines that the proposed
State regulatory limit—)

() R EERVEMEFIC LY B4 SN D ; X Gs justified by compelling local conditions; and)

Qi) anfa7e BB bh b RERK L 70D 2 L 2B XL Z X720, (would not cause any food to be a

violation of Federal law.)

(D) H#kV \(Treatment)

(ORIBFIC LV HERZ AT 5 SN HEEOHEORDYIC, BEIE. ZOBKICLIRITEI DS
D(DIEIZ L AHRME IR EZEEXIRYETTZOORNLTE LTEE > Z &N TE %, bL, &
BN ZOBREICE DB TE ZOFOWHEICE DAL TE LTHH S 2 L2 IRET 5613, REIE,
ZOHIT, ZOEDO(@MHEIZHES T, YiZ BN TUZHHET 5 B0 &35, (In lieu of any action authorized
under subparagraph (C), the Administrator may treat a petition under this paragraph as a petition
under subsection (d) of this section to modify or revoke a tolerance or an exemption. If the
Administrator determines to treat a petition under this paragraph as a petition under subsection
(d) of this section, the Administrator shall thereafter act on the petition pursuant to subsection (d)
of this section.)

(E) E&(Review)

WRIBRICHET DHERT 52580 5 VEEET 5 RBEOEEOMDIE. T D50 (@HE K Uh)HIC
HETHHETEEONG /25, (Any order of the Administrator granting or denying the
authorization described in subparagraph (A) shall be subject to review in the manner described in
subsections (g) and (h) of this section. )

(6) BX2H 3 TFH:(Urgent petition procedure)

TOX O RBEEEYEREYE T ETH D BMO YN 2 Y%A MR HFTHRE & B o
IO, BMERRREN O BRRAREAE~OBE A ESEH T THA D LFELET D, GIEEKIC
WS TmBE~DEEOIMNOBNTIE, BAPNTERREIND, bL, HDBEWTTTE INI-HE
[RAF 52O 5 XIIEET HEBEOMEN, BEHPNLTOZENS 30 HEWIZITON R WEEIE, M
HSZATZ 2 M, BRSO XIIREIZH T 2 REEICFWERE W 2 — Rty 7o Bl
HIRRZ 7% E LHEIT3 5 Z E N TE D, Uik lHHIRIZ, YW CIClT 2 EEORKOS
WICEVBA IR T END b L9 5, (Any State petition to the Administrator pursuant to
paragraph (5) that demonstrates that consumption of a food containing such pesticide residue level
during the period of the food’s likely availability in the State will pose a significant public health
threat from acute exposure shall be considered an urgent petition. If an order by the Administrator
to grant or deny the requested authorization in an urgent petition is not made within 30 days of
receipt of the petition, the petitioning State may establish and enforce a temporary regulatory limit
on a qualifying pesticide chemical residue in or on the food. The temporary regulatory limit shall be
validated or terminated by the Administrator’s final order on the petition.)

(7 WA b DOEEY(Residues from lawful application)

a7 M AT/ . LEORSHOWEXIIREIZEHN D FIRelED H 2 & 5 RECFYETREY
DRI DEZOBBIIRIRE, b L, 20X 5 REEEME A U S REOEM DR A TlX, 20
LD REBYEEFFOTDO L S 2 BROWTEN Z DELOZED XL 5 72MOERIZ L V#EETH T HE
I, BT 52 EMNTERY, 72720, BN, 20 L5 REEREMELEH T H5BMHOSFEMIC
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BT DA ESESFITRE &L BN S BT OWHED, DX 5 RINND NDOREICARY ) 22

FHIEEITTHA D EFEIETDHAITZOMRY Ty, (No State or political subdivision may enforce

any regulatory limit on the level of a pesticide chemical residue that may appear in or on any food if,
at the time of the application of the pesticide that resulted in such residue, the sale of such food with
such residue level was lawful under this section and under the law of such State, unless the State
demonstrates that consumption of the food containing such pesticide residue level during the period
of the food’s likely availability in the State will pose an unreasonable dietary risk to the health of
persons within such State.)

(8) B4 HE (Savings)

ZOEHEOMMR L RES ., b D EECTWERBY E5HT 2525 8MMR, 0 X5 2O
SATRIANT I T 2 BT CFWEIRE Y OFEIEIC BT 2S5 2 OO BUR 2 47 2 & TS 2 Off
DOBER DX G & T2 2 L & FRT DALE OIN IS5 R OWERZFHIE T 5 6 O Tlik/evy, (Nothing in
this chapter preempts the authority of any State or political subdivision to require that a food
containing a pesticide chemical residue bear or be the subject of a warning or other statement
relating to the presence of the pesticide chemical residue in or on such food.)

(o) JHEH D% 5H#EF|(Consumer right to know)

1996 /- 8 A 3 H2 b 2ELINIZ, KN, ZOH%ITEE, BEIL, BEAREKMRAMEERE R L s
LT, 2 EBUTOE#HRE, —BANCHE 2R TAE L, KO, KEo/EHL/NEEIC, (43%
RN E N RE T B L TOYARBSI DT DICEA T 5 B D &35 : (Not later than 2 years after
August 3, 1996, and annually thereafter, the Administrator shall, in consultation with the Secretary of
Agriculture and the Secretary of Health and Human Services, publish in a format understandable to a
lay person, and distribute to large retail grocers for public display (in a manner determined by the
grocer), the following information, at a minimum?:)

(1) HERFIZIVEASNARHONT XIIREICE T 2 BELEWERBEY OV A7 LEiEOER. (A
discussion of the risks and benefits of pesticide chemical residues in or on food purchased by
consumers.)

2 ZOEXOOQEDAEIBEEDO G & THREIND VAL & LRI DEMOXUTAEED Y 27 23T, £

SO WNER TR IR D B LW E R M E £ C D AHEEOH 5. Z 050 0)QED B)FEIBEIC &L

DELS T, R OCHIRE A R LD BT ESAME S h T b Rdo—F#K,  (Alisting of

actions taken under subparagraph (B) of subsection (b)(2) of this section that may result in pesticide

chemical residues in or on food that present a yearly or lifetime risk above the risk allowed under
subparagraph (A) of such subsection, and the food on which the pesticide chemicals producing the
residues are used.)

(3) R BEDOHER & — BT 2 L CTREFMEIRB Y~ OB FIGEE LD S DD OHEE

~O®)E, it QBFIC LD - ERICE RSN ZEHOGENRRBEM L R BRO—BRES

#¢, (Recommendations to consumers for reducing dietary exposure to pesticide chemical residues in a

manner consistent with maintaining a healthy diet, including a list of food that may reasonably

substitute for food listed under paragraph (2).)

OO IR D BIE S . AR NGRIE D BIMOE R A RS D Z & AW 5 H O TiEZRvy, (Nothing
in this subsection shall prevent retail grocers from providing additional information.)

(p) =AM F U EMBEAY Y —="77n 5 ,h(Estrogenic substances screening program)

(D 1ERE(Development)

1996 8 A 3 HA 6 2FLINIZ, BEIL. RIEEMAEREE & Wik L T, MURMREIE SN BRARK D
ZOMOBFHNBNET DIEREHNT, HOIWEB NG L THRBEDOTZ b S Ak AL D
R NIREPRIET 2 OMONZWHRITAL T 2R EFFOMREMENRH D0 E S hERET DT
WDAI V== 77 ul T MNeERT 50D ET 5, (Notlater than 2 years after August 3, 1996,
the Administrator shall in consultation with the Secretary of Health and Human Services develop a
screening program, using appropriate validated test systems and other scientifically relevant
information, to determine whether certain substances may have an effect in humans that is similar
to an effect produced by a naturally occurring estrogen, or such other endocrine effect as the
Administrator may designate.)

(2) #EHi(Implementation)

1996 4= 8 H 3 HM b 3ELUAIC, (DEEICHET 2AZ V== 770l T h-DRDEREZ/RT,
FOv, B R B EFIERFEOSE 25(M)5[U.S.C. % 7H % 136w(dFNC X 0 i%E S 5 RH#56MH
ZES X TARENEIME 42 1R 4365 S£IC KL W RE SN ORI FHBTHRSIC L 2BEDHR., REIXYE
Tur 7 rEEmETHHDLE TS, (Notlater than 3 years after August 3, 1996, after obtaining public
comment and review of the screening program described in paragraph (1) by the scientific advisory
panel established under section 25(d) of the Federal Insecticide, Fungicide, and Rodenticide Act [7
U.S.C. 136w(d)] or the science advisory board established by section 4365 of title 42, the
Administrator shall implement the program.)

(3) #'&(Substances)

(DESEICHET AU AI Y —=2 7 7al T A ukFETT 580, E5iZ— (In carrying out the
screening program described in paragraph (1), the Administrator—)

A) &2 TOEBIEWEORBREZRET 2 0L 95 ; KU (shall provide for the testing of all

pesticide chemicals; and)
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(B) & 2 RIAFEWE D B DN FI5E U TR R 2R 2 RO REME O & HTEE D Z O OWE O

BE. b L. BEEDZO L) RWEITH SO N O DR S LD FREMEN & 5 L IRET 2581, HE

352 LN TED, (may provide for the testing of any other substance that may have an effect that

is cumulative to an effect of a pesticide chemical if the Administrator determines that a substantial

population may be exposed to such substance.)
(4) R (Exemption)

@BEZIZ»r P LT, REIL. @if%2b-o T, H2EWENWE X IToMowE ., b L, BB,
LEWENNC L THRBEDOZ R va Az K0 A U0 RICHET 200 2 2R HAE U &
FOAEND EIRET HEAIE. ZOFOEHENLHRERT A Z &N TE 5, (Notwithstanding paragraph
(3), the Administrator may, by order, exempt from the requirements of this section a biologic
substance or other substance if the Administrator determines that the substance is anticipated not to
produce any effect in humans similar to an effect produced by a naturally occurring estrogen.)

(5) B DI (Collection of information)

(A) #HI(In general)

REE, ZOHIZEVRBRPERSNWO2WEDOREE T L, XL, ZOHICLVERBRAERI 1D
W % BIE I T 2F IR L, (DBREBICHET2YU%A7 Y —=v 77 a s T Mft-> Gl g
Fh L, YHBRNOEONERE, RERYENBROERICTSTH 2 L RET 252 BN
WWEBICRETAEOMBERITT 5 HDE 7 5, (The Administrator shall issue an order to a
registrant of a substance for which testing is required under this subsection, or to a person who
manufactures or imports a substance for which testing is required under this subsection, to conduct
testing in accordance with the screening program described in paragraph (1), and submit
information obtained from the testing to the Administrator, within a reasonable time period that
the Administrator determines is sufficient for the generation of the information.)

(B) Ffgi(Procedures)

Fha I Re/e il <, BEIEL. F—0OWNSWENRICE T 5 F—0WE o EERER % R/ RIC L, RERE
FORIEPSEERBE BT 288 Fhe & 2 L, KON, EEMEEROBER BT 2 B2
TR E Z21ERT D LD L9 5, (To the extent practicable the Administrator shall minimize
duplicative testing of the same substance for the same endocrine effect, develop, as appropriate,
procedures for fair and equitable sharing of test costs, and develop, as necessary, procedures for
handling of confidential business information.)

(C) ®B&E OEHRRH OREIT(Failure of registrants to submit information )

() f%&1k(Suspension)

H L, GAEREICN ) HEIMEOH D58EM., ZOEEDOQRIBIEIZ X baa 2 0sF L5
HAEE. BEIL. YSBEE L 2 YW E O IG5 T 2 B E0oBMmaRITT b0 L
T 5. TOBREICEDEREOEIRE, MEORERE D ML 1ILT 2 BROBAZHEHT 5 HICHED 30
HEOKDOVITHEE LD bD LT 2, 72720, HEMERIC, S0 L B EL T2 A0
TEHZEET 056, ik, RED., UkB8RE 0 Z OBREZERIHET Lz LIRET DHEIEZ D
R <7\, (If a registrant of a substance referred to in paragraph (3)(A) fails to comply with an
order under subparagraph (A) of this paragraph, the Administrator shall issue a notice of intent
to suspend the sale or distribution of the substance by the registrant. Any suspension proposed
under this paragraph shall become final at the end of the 30-day period beginning on the date
that the registrant receives the notice of intent to suspend, unless during that period a person
adversely affected by the notice requests a hearing or the Administrator determines that the
registrant has complied fully with this paragraph.)

(ii) BEE(Hearing)

HL, HDAN, QN L VM2 EHET 5561, LRI AR ENEIEE 5 7 554 520>
TEMBINDBO LT 5, YHEFICB W TR TR & FIT, BFBREE DN Z OBEOWFIBEIEIC
LM B EETF LRSI EIDPDOARTHLLDET D, HOHWHORETHOERICLDHRER, K
KRR B RE OB L 7 &N D, (If a person requests a hearing under clause (i), the hearing
shall be conducted in accordance with section 554 of title 5. The only matter for resolution at the
hearing shall be whether the registrant has failed to comply with an order under subparagraph
(A) of this paragraph. A decision by the Administrator after completion of a hearing shall be
considered to be a final agency action. )

(iii) 1&1E D T (Termination of suspensions)

ERIL. bABEFICHL TRITINEZORIBREICLA1E1EEZ, b L, BEMS, YB&HEN 2
DK ZTERICHESTF LT EWRET HLEAE, K T385b0LF %, (The Administrator shall
terminate a suspension under this subparagraph issued with respect to a registrant if the
Administrator determines that the registrant has complied fully with this paragraph.)

(D) flp=1z & %R JEIT(Noncompliance by other persons)

(AR L D % 8sF LIRS CBREE LS ONT NS . AEDEBHIEDSE 16 4[U.S.C.5 15
B 52615 R0, BRIV IEMDBEDRTEICE D L0 LFE—OSHRIEOHEOEEEZEA S LD
5, TOX D RERIROHIRIT, £OX 5728 16 RICHET 2D LA —DHIETEE SRS
n5HL oL 4%, (Any person (other than a registrant) who fails to comply with an order under
subparagraph (A) shall be liable for the same penalties and sanctions as are provided under section
16 of the Toxic Substances Control Act [15 U.S.C. 2615] in the case of a violation referred to in that
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section. Such penalties and sanctions shall be assessed and imposed in the same manner as
provided in such section 16.)
(6) BUrH%BIDH; & (Agency action)

ZOFIZE DAL OFHEOFERE LT, NI LTHDINDWREE O LAED LN HTEOWE
DEEIX. BEIX. REICHAMRRIEEHERO S LR #EEERS b0 LT 5, TiUdid, AR
HEORHEE MR T D7D E R, ZOEREOZOMORIZ X D MEtEETe, (In the case of any
substance that is found, as a result of testing and evaluation under this section, to have an endocrine
effect on humans, the Administrator shall, as appropriate, take action under such statutory
authority as is available to the Administrator, including consideration under other sections of this
chapter, as is necessary to ensure the protection of public health.)

(7) EHBE~DHL (Report to Congress)

1996 4 8 H 3 A D 4 ELUAIC, REF, U TzatlirHFaoEl L, BRERRETob0 LT
%— (Not later than 4 years after August 3, 1996, the Administrator shall prepare and submit to
Congress a report containing—)

A DESKITHET DUFAZ )V —=0 77 s 7 AnLAE L HEEOFTA ; (the findings of the

Administrator resulting from the screening program described in paragraph (1); )

B) ¥FA7 V—=27 7077 ML VRSN YEWE D NORBE~DORELZFMT 57201

MBI BINOFRERIZEE 9 5 #1455 & M(recommendations for further testing needed to evaluate the

impact on human health of the substances tested under the screening program; and)

(C) RENYUHEIRICESZWMYTH D LIRET DR OBIMOE ()R ICHE T LR OHE %

GBI 58, (recommendations for any further actions (including any action described in

paragraph (6)) that the Administrator determines are appropriate based on the findings.)

(@) BHEED R4 Y 2—N(Schedule for review)
(1) #H](In general)

RHEIE, 1996 4 8 A 3 H ORI H I & H T 2 BN EWEIREDIK T DR ER ORREZ, LIF
BARFEL OO, FREZRIR Y I EEA T 5 b O & 35— (The Administrator shall review tolerances
and exemptions for pesticide chemical residues in effect on the day before August 3, 1996, as
expeditiously as practicable, assuring that—)

(A) 1996 4 8 A 3 HM b 3ELINIT, ZD K 9 REFAMKROFRD 33 S—t > FAHEFEASND ; (33

percent of such tolerances and exemptions are reviewed within 3 years of August 3, 1996;)

(B) 1996 4= 8 3 H/»H 6 ELINIC, £ D K 9 IeiFAR R OeERD 66 S—t > FEFEEIND ; &

@(6)6 percent of such tolerances and exemptions are reviewed within 6 years of August 3, 1996;

and

(C) 1996 £E 8 4 3 A5 10 FELANIC, £ D K 5 IRFFARE R OERRD 100 N—t > b BAHEEIND,

(100 percent of such tolerances and exemptions are reviewed within 10 years of August 3, 1996.)

& DI BRMEIUNIAROFHEEZ EMT DR, BEIX, YA EUIRRN Z D050 b)(2)HE L
OQ@QEDOEMAGWG =T NE S PEREL, KO, b L, YUFAMESUIRBRMNZ O & 5 2 B f A 7z &
ROEEIE, YA E U RBROTFEEOWIRE CIo, SiZaF A E XU 2 B E XTI E T 72
D ZDED@@WHE ()M L 2HBI %3172 D& T %, (In conducting a review of a
tolerance or exemption, the Administrator shall determine whether the tolerance or exemption meets
the requirements of subsections® (b)(2) or (c)(2) of this section and shall, by the deadline for the
review of the tolerance or exemption, issue a regulation under subsection (d)(4) or (e)(1) of this
section to modify or revoke the tolerance or exemption if the tolerance or exemption does not meet
such requirements. )

(2) BSEIENL(Priorities)

(DBRIZ L 23R & O R O HEE OESIEN 20 ET 2B, BREIE. ARFAECK B REWY
AV Fg| &R T E BN R MEXIIRROTEE L BT 5 D &35, (In determining priorities
for reviewing tolerances and exemptions under paragraph (1), the Administrator shall give priority
to the review of the tolerances or exemptions that appear to pose the greatest risk to public health.)
(8) 24 ¥ a—vD2AFE(Publication of schedule)

1996 48 A 3 A/ b 12 0 ALINIC, BB, 1996 4F 8 A 3 H L ¥ AIZEE S N dF A & OabRD
HEEDAT Va2 — NV aARLRTIUZR G2V, 2 OIS 73R & OSabRO F8 A OB SellERL
OWEE, BAIKE TIER L, AEFEORNRICRLRVEDET D, L, ZOEKEIZLYHlES
NDHAT Y a— o T BB 2 M a5 Z Lix, FREREOMG LD b0 LT 5, (Notlater
than 12 months after August 3, 1996, the Administrator shall publish a schedule for review of
tolerances and exemptions established prior to August 3, 1996. The determination of priorities for
the review of tolerances and exemptions pursuant to this subsection is not a rulemaking and shall
not be subject to judicial review, except that failure to take final action pursuant to the schedule
established by this paragraph shall be subject to judicial review. )

) —EAYR B AE X135 R (Temporary tolerance or exemption)
RB T, R AR B A BUAIE[ULS.CAE TR 2 136 SRLATNC K 2 & 2 I B IZ x4 2 F2R
BFFAI 2 G ALEOFOEFFICESE, IRBEALORRICESE, YO RE SN D YE%HEH

3 So in original. Probably should be “subsection”. (i CT% D & 5 272> T %, FBZ 5 < ’subsection”
ThoHrRETHD, )
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D 7= DI 5% AL P BRIk D — R 7R3 R E USSR AR ET D Z LN TE D, ZDERD
O@HE, E@@HE, (DHE, EOE)MHEIZ, ZOHEICL VIS HH#EIZEH T 5, (The Administrator may,
upon the request of any person who has obtained an experimental permit for a pesticide chemical
under the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136 et seq.] or upon the
Administrator’s own initiative, establish a temporary tolerance or exemption for the pesticide chemical
residue for the uses covered by the permit. Subsections (b)(2), (c)(2), (d), and (e) of this section shall
apply to actions taken under this subsection. )

(s) 174 E (Savings clause)

OO HBUE S . AEDEBHNEIUS.CEE 16 M 5 2601 4524 TR muA A% th 2% b Al 2% B
IE[US.CE 7w 55 136 U FIOMEZZE XUTMEIET 2 6O LR L TiE72 5720, (Nothing in this
section shall be construed to amend or modify the provisions of the Toxic Substances Control Act [15
U.S.C. 2601 et seq.] or the Federal Insecticide, Fungicide, and Rodenticide Act [7 U.S.C. 136 et seq.].)

% 346b &  F Y& DT (Authorization of appropriations)

Z OIEROH 321(g)Fk, 5 32105, 5 342(a)(2)%k. KU 346a D AR UEHO/ZOICHLE L S
NBEHE | MICEL SN TORWUBEE OMLEOEEND, BETHZ ENRAIEND, (There are
authorized to be appropriated, out of any moneys in the Treasury not otherwise appropriated, such
sums as may be necessary for the purpose and administration of sections 321(q), (r), 342(a)(2), and
346a of this title.)
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